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Judul Skripsi : TANGGUNG JAWAB P E L A K U USAHA D A L A M 
PENJUALAN OBAT G E N E R I K DAN PEMBERIAN 
GANTI R U G I KEPADA KONSUMEN MENURUT 
UNDANG-UNDANG N0.8 TAHUN 1999 TENTANG 
PERLINDUNGAN KONSUMEN 

Penulis, Pembimbing, 

Widia Desiana Rosmawati, SH, MH 

A B S T R A K 

Y a n g m e n j a d i p e r m a s a l a h a n d a l a m s k r i p s i i n i a d a l a h : 
1 . B a g a i m a n t a n g g i m g j a w a b p e l a k u u s a h a d a l a m p e n j u a l a n o b a t g e n e r i k 

m e n u r u t U n d a n g U n d a n g P e r l i n d u n g a n K o n s u m e n ? 
2 . B a g a i m a n a k a h p e m b e r i a n g a n t i r u g i o l e h p r o d u s e n k e p a d a k o n s u m e n y a n g 

m e n u r u t i m d a n g - i m d a n g p e r l i n d u n g a n k o n s u m e n ? 

S e l a r a s d e n g a n t u j u a n y a n g b e r m a k s u d u n t u k m e n e l u s u r i p r i n s i p - p r i n s i p 
h u k u m d a n s i s t e m a t i k a h u k u m , t e r u t a m a y a n g b e r s a n g k u t p a u t d e n g a n T a n g g u n g 
J a w a b P e l a k u U s a h a D a l a m P e n j u a l a n O b a t G e n e r i k D a n P e m b e r i a n G a n t i R u g i 
O l e h P r o d u s e n O b a l K e p a d a Y a n g M e n d e r i t a K e r u g i a n M e n u r u t U n d a n g - U n d a n g 
P e r l i n d u n g a n K o n s u m e n , m a k a j e n i s p e n e l i t i a n n y a t e r g o l o n g p e n e l i t i a n h u k u m 
n o r m a t i f y a n g b e r s i f a t e k s p l o r a t o r i s s e h i n g g a t i d a k b e r m a k s u d m e n g u j i h i p o t e s a . 

T e k n i k p e n g u m p u l a n d a t a s e k u n d e r d i t i t i k b e r a t k a n p a d a p e n e l i t i a n 
k e p u s t a k a a n ( l i b r a r y r e s e a r c h ) d e n g a n c a r a m e n g k a j i p e r a t u r a n p e r u n d a n g a n y a n g 
b e r l a k u d a n p e n d a p a t p a r a a h l i y a n g r e l e v a n d e n g a n p o k o k p e m b a h a s a n s k r i p s i i n i . 

T e k m ' k P e n g o l a h a n d a t a d i l a k u k a n d e n g a n m e n e r a p k a n c a r a c o n t e n t a n a l i s i s 
t e r h a d a p d a t a t e k s t u l a r , u n t u k s e l a n j u t n y a d i k o n s t r u k s i k a n d a l a m s u a t u k e s i m p i i l a n . 

B e r t i t i k t o l a k d a r i u r a i a n d a n p e n j e l a s a n y a n g a d a s e r t a d e n g a n l a n d a s a n -
l a n d a s a n h u k u m y a n g r e l e v a n t e r u t a m a y a n g b e r h u b u n g a n d e n g a n p e r m a s a l a h a n 
m a k a d a p a t d i s i m p u l k a n s e b a g a i b e r i k u t : 

1 . T a n g g u n g j a w a b p e l a k u u s a h a d a l a m p e n j u a l a n o b a t g e n e r i k y a n g 
k a d a l u a r s a a d a l a h b e r d a s a r k a n p e r j a n j i a n j u a l b e l i k e p a d a p i h a k d i s t r i b u t o r 
( P B F , A p o t i k , P E O ) . T a n g g u n g j a w a b i t u m e l i p u t i k u a l i t a s d a n k e a m a n a n 
o b a t g e n e r i k y a n g d i p r o d u k s i n y a s e l a m a o b a t g e n e r i k t e r s e b u t b e r e d a r d i 
p a s a r a n . B a t a s k a d a l u a r s a s u a t u o b a t b u k a n l a h s u a t u b a t a s a k h i r t a n g g u n g 
j a w a b p r o d u s e n t e r h a d a p o b a t g e n e r i k p r o d u k s i n y a , m e l a i n k a n p r o d u s e n 
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h a r u s m e n a r i k d a n m e m u s n a k a n o b a l y a n g t e l a h k a d a l u a r s a t e r s e b u t d a n 
m e m b e r i k a n p e n g g a n t i a n o b a t y a n g b a r u k e p a d a p i h a k d i s t r i b u t o r y a n g 
m e m b e r i k a n o b a t - o b a t a n y a n g t e l a h k a d a l u a r s a . 

2 . P e m b e r i a n g a n t i r u g i o l e h p e l a k u u s a h a k e p a d a k o n s u m e n y a n g m e n g a l a m i 
k e r u g i a n a k i b a t p e n g g u n a a n o b a t g e n e r i k a d a l a h : m e r u p a k a n t a n g g u n g 
j a w a b m u t l a k d e n g a n p e n g g a n t i k e r u g i a n s e s u a i d e n g a n P a s a l 1 9 A y a t 
( 2 ) U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n " b a h w a p e l a k u u s a h a d a p a t 
d i k e n a k a n s a n k s i g a n t i r u g i a p a b i l a d a l a m p r o d u k n y a t e r d a p a t c a c a t 
t e r s e m b u n y i m e n g e n a i s t a n d a r p e m b u a t a n o b a t d a n k a d a l u a r s a d l l " d a n 
P a s a l l 3 6 5 K U H P e r d a t a T e n t a n g G a n t i R u g i . " a p a b i l a t e i j a d i p e r b u a t a n 
b e r d a s a r k a n u n s u r - u n s u r m e l a w a n h u k u m . 
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K A T A PENGANTAR 

<M$lky. 
A s s a l a m u a ' l a i k u m W r . W b . 

D e n g a n m e n g u c a p k a n F u j i d a n S y u k u r k e h a d i r a t A l l a h S W T s e r t a s h o l a w a t 

d a n s a l a m k i t a u c a p k a n k e p a d a j u n j u n g a n k i t a N a b i M u h a m m a d S A W , a k h i m y a 

p e n u l i s t e l a h d a p a t m e n y e l e s a i k a n s k r i p s i i n i , y a n g d i a j u k a n g u n a m e l e n g k a p i 

p e r s y a r a t a n w a j i b d a l a m r a n g k a m e n e m p u h u j i a n a k h i r S a r j a n a H u k u m p a d a 

F a k u l t a s H u k u m U n i v e r s i t a s M u h a m m a d i y a h P a l e m b a n g . 

S k r i p s i i n i b e r j u d u l "Tanggung Jawab Pelaku Usaha Dalam Penjualan 

Obar Genenk Dan Pemberian Ganti Rugi Oleh Produsen Obat Kepada 

Konsumen Yang Menderita Kerugian Menurut Undang-Undang Perlindungan 

Konsumen Nomor 8 Tahun 1999** y a n g d e n g a n u s a h a m a k s i m a l t e l a h p e n u l i s 

p e r b u a t s e h i n g g a s a m p a i d i t a n g a n p e m b a c a i n i , n a m u n s e b e g i t u j a u h p e n u l i s 

m e n y a d a r i a k a n a d a n y a k e k u r a n g a n - k e k u r a n g a n , b a i k m e n g e n a i s u s u n a n k a l i m a t 

m a u p u n i s i n y a . 

P a d a k e s e m p a t a n i n i p u l a , d e n g a n k e r e n d a h a n h a t i p e n u l i s m e n g u c a p k a n 

b a n y a k t e r i m a k a s i h k e p a d a y a n g t e r h o r m a t : 

1 . B a p a k D r . H . M . I d r i s , S E , M . S i s e l a k u R e k t o r U n i v e r s i t a s M u h a m m a d i y a h 

P a l e m b a n g 

2 . I b u D r . H j . S r i S u a t m i a t i , S H , M . H u m s e l a k u D e k a n F a k u l t a s H u k u m 

U n i v e r s i t a s M u h a m m a d i y a h P a l e m b a n g 
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3 . W a k i l D e k a n 1 , I I , I I I , d a n I V I i n g k u n g a n F a k u l t a s H u k u m U n i v e r s i t a s 

M u h a m m a d i y a h P a l e m b a n g 

4 . I b u R o s m a w a t i . , S H , M H s e l a k u K e t u a B a g i a n D a s a r - D a s a r I l m u H u k u m 

F a k u l t a s H u k u m U m v e r s i t a s M u h a m m a d i y a h P a l e m b a n g , S e k a l i g u s S e b a g a i 

P e m b i m b i n g S k r i p s i P e n u l i s . 

5 . B a p a k H . S a i f u l l a h B a s r i , S H , M H S e l a k u P e m b i m b i n g A k a d e m i k Y a n g 

T e l a h b a n y a k m e m b a n t u d a n m e m b i m b i n g P e n u l i s 

6 . B a p a k / I b u D o s e n F a k u l t a s H u k u m U n i v e r s i t a s M u h a m m a d i y a h P a l e m b a n g . 

7 . S e l u r u h s t a f f K a r y a w a n F a k u l t a s H u k u m U n i v e r s i t a s M u h a m m a d i y a h 

P a l e m b a n g . 

8 . D a n t i d a k k a l a h p e n t i n g n y a k e p a d a k e d u a o r a n g t u a y a n g s e l a l u m e m b e r i k a n 

d u k u n g a n s e r t a d o a n y a . 

9 . K e p a d a s a u d a r a - s a u d a r a k u y a n g t i d a k p e m a h b o s a n m e m b e r i k a n s a r a n s e r t a 

n a s e h a t n y a . 

1 0 . S e l u r u h k e l u a r g a b e s a r k u y a n g t i d a k d a p a t d i t u l i s k a n s a t u p e r s a t u , s e r t a 

o r a n g - o r a n g y a n g t e l a h m e n d u k u n g k u d a l a m m e n y e l e s a i k a n s k r i p s i i n i 

A t a s s e m u a b i m b i n g a n d a n b a n t u a n n y a p e n u l i s m e n g u c a p k a n b a n y a k t e r i m a 

k a s i h , s e m o g a s e g a l a k e b a i k a n y a n g t e l a h d i b e r i k a n m e n d a p a t k a n b a l a s a n y a n g 

s e t i m p a l d a r i A l l a h S W T . A m i n . 

P a l e m b a n g , 2 0 1 5 

P e n u l i s 

W i d i a D e s i a n a . 
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BAB I 

PENDAHULUAN 

A. Latar Belakang 

P e m b a n g u n a n k e s e h a t a n d i I n d o n e s i a s e b a g a i s a l a h s a t u u p a y a 

p e m b a n g u n a n n a s i o n a l d i a r a h k a n g u n a t e r c a p a i n y a k e s a d a r a n , k e m a u a n s e r t a 

k e m a m p u a n u n t u k h i d u p s e h a t b a g i s e t i a p p e n d u d u k a g a r d a p a t m e w u j u d k a n 

d e r a j a t k e h i d u p a n y a n g o p t i m a l . 

P e n y e l e n g g a r a a n p e m b a n g u n a n k e s e h a t a n y a n g m e l i p u t i u p a y a 

p e n i n g k a t a n k e s e h a t a n , p e n c e g a h a n p e n y a k i t d a n p e m u l i h a n k e e s e h a t a n h a r u s 

d i l a k u k a n s e c a r a m e n y e l u r u h t e r p a d u d a n b e r k e s i n a m b u n g a n s e r t a 

d i l a k s a n a k a n b e r s a m a - s a m a o l e h p e m e r i n t a h d a n m a s y a r a k a t g u n a m e n c a p a i 

h a s i l y a n g o p t i m a l y a i t u t e r c a p a i n y a m a s y a r a k a t y a n g s e h a t . B e r b i c a r a 

m e n g e n a i p e m b a n g u n a n k e s e h a t a n y a n g m e l i p u t i u p a y a p e n y e m b u h a n , 

p e m u l i h a n d a n p e n c e g a h a n p e n y a k i t b e r a r t i k i t a j u g a m e m b i c a r a k a n s a r a n a 

a t a u a l a t d a r i p e n c e g a h a n , p e n y e m b u h a n d a n p e m u l i h a n p e n y a k i t , a d a p u n 

y a n g d i m a k s u d s a r a n a a t a u a l a t t e r s e b u t a d a l a h o b a t . 

S e j a l a n d e n g a n p e s a t n y a p e m b a n g i m a n d i s e g a l a b i d a n g , t i d a k 

k e t i n g g a l a n a d a l a h p e m b a n g u n a n d i b i d a n g i n d u s t r i f a r m a s i , h a s i l p r o d u k s i i n i 

y a n g b e r u p a o b a t - o b a t a n t e r u s m e n g a l i r d e n g a n t i n g k a t p r o d u k s i y a n g c u k u p 

t i n g g i , s e g a l a j e n i s o b a t y a n g m e n j a n j i k a n p e n y e m b u h a n d a r i b e r b a g a i j e n i s 

p e n y a k i t d i c i p t a k a n o l e h p a b r i k - p a b r i k f a r m a s i . T i n g g i n y a t i n g k a t p r o d u k s i 

f a r m a s i o b a t i n i s e j a l a n d e n g a n m a k i n b a i k n y a p e n g e t a h u a n d a n k e s a d a r a n 
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a k a n p e n t i n g n y a k e s e h a t a n . D e w a s a i n i d a p a t d i p a s t i k a n b a h w a s e m u a o r a n g 

p e m a h m e n g k o n s u m s i o b a t , k i t a t i d a k b i s a m e n g e l a k d a r i k e n y a t a a n b a h w a d i 

a b a d m o d e m i n i o b a t m e m p a k a n a l a t p e n y e m b u h a n y a n g p a l i n g d i p e r c a y a . 

S e i r i n g d e n g a n k e m a j u a n t e k n o l o g i d i s e g a l a b i d a n g , m a n u s i a p u n m e n u m t 

k e m a j u a n y a n g s a m a d a r i d u n i a p e n g e t a h u a n , h a l i n i m e n j a d i k a n k e p e r c a y a a n 

t e r h a d a p o b a t m e l e b i h i n o r m a l , d i h a r a p k a n o b a t d a p a t m e l e n y a p k a n s e g a l a 

m a c a m p e n y a k i t a t a u b a h k a n s e t i a p k a l i m e r a s a k a n k u r a n g e n a k b a d a n , 

m a n u s i a b e r h a r a p o b a t d a p a t m e l e n y a p k a n p e r a s a a n i t u . 

K e p e r c a y a a n i n i l a h y a n g m e n j a d i k a n m a n u s i a s e b a g a i k o n s u m e n o b a t -

o b a t a n s e h i n g g a k u r a n g h a t i - h a t i d a n w a s p a d a . O b a t d i a n g g a p s e b a g a i d e w a 

y a n g d a p a t m e n o l o n g d a r i s e g a l a k e l u h a n n y a , k e n y a t a a n i n i s a n g a t m u n g k i n 

d i m a n f a a t k a n p r o d u s e n o b a t a t a u p i h a k - p i h a k t e r k a i t u n t u k m e r a i h k e u n t u n g a n 

y a n g s e b e s a r - b e s a m y a , a k i b a t n y a h a l y a n g m e n y a n g k u t k s e l a m a t a n k o n s u m e n 

d a p a t t e r a b a i k a n . 

S e c a r a l o g i s , s e t i a p o r a n g y a n g m e n g g u n a k a n s a t u j e n i s o b a t t e r t e n t u 

a t a s d o r o n g a n k e i n g i n a n u n t u k m e m b e b a s k a n d i r i d a r i p e n y a k i t y a n g 

d i d e r i t a n y a , t i a d a h a r a p a n l a i n s e l a i n k e s e m b u h a n a t a u p a l i n g t i d a k 

m e n g u r a n g i p e n d e r i t a n y a . P a d a h a l t i d a k j a r a n g o b a t - o b a t a n t e r t e n t u 

m e n i m b u l k a n e f e k - e f e k s a m p i n g y a n g d a p a t m e r u g i k a n b a h k a n b i s a j a d i 

m a n f a a t o b a t j u s t r u m e n j a d i b o o m e r a n g . 

O b a t m e m a n g s e p e r t i a p i j i k a p e n g g u n a a n n y a t e p a t m a k a i a a k a n 

m e m b e r i k a n m a n f a a t s e b a l i k n y a i a d a p a t m e n c e l a k a k a n j i k a p e n g g u n a a n n y a 

s e c a r a k e l i r u . A g a r k o n s u m e n t i d a k d i r u g i k a n a k i b a t p e n g g u n a a n y a n g t i d a k 
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t e p a t , s e b e l u m m e m a k a n o b a t h a r u s m e m p e r h a t i k a n a n t a r a l a i n p e m a k a i a n , 

d o s i s d a n e f e k s a m p i n g y a n g m u n g k i n t i m b u l . U m u m n y a o b a t m e m p u n y a i 

l e b i h d a r i s a t u e f e k s a m p i n g , s e l a i n e f e k p e n y e m b u h a n y a i t u e f e k s a m p i n g 

y a n g d a p a t b e r u p a : 

1 . A l e r g i : s u a t u r e a k s i a p a b i l a s e s e o r a n g t i d a k t a h a n t e r h a d a p o b a t y a n g 
d i m a k a n n y a . 

2 . I n d i o s i n k r a s i : s u a t u o b a t d e n g a n k h a s i a t t e r t e n t u m u n g k i n m e n i m b u l k a n 
r e a k s i y a n g b e r b e d a a t a u b e r l a w a n a n d e n g a n k h a s i a t n y a b i l a d i p a k a i p a d a 
s e s e o r a n g t e m y a t a t i d a k c o c o k d e n g a n o b a t t e r s e b u t . 

3 . K e t e r g a n t u n g a n : k e t e r g a n t u n g a n t e r h a d a p o b a t t i m b u l a p a b i l a s e s e o r a g 
s u d a h t e r l a l u t e r b i a s a m e m a k a n o b a t s e h i n g g a t i d a k d a p a t 
m e n i n g g a l k a n n y a . 

4 . I n t o k s i k a s i : k e r a c u n a n o b a t y a i t u b i l a s e s e o r a n g m e m a k a i o b a t m e l e b i h i 
d o s i s a t a u m e n g k o n s u m s i y a n g t e l a h k a d a l u a r s a . 

M u n c u l n y a e f e k n e g a t i v e y a n g s e m a k i n b e r a g a m j e n i s n y a y a n g d a p a t 

m e n g a n c a m k e s e l a m a t a n p e m a k a i o b a t g e n e r i c t i d a k t e r l e p a s d a r i m a k i n 

b a n y a k n y a o b a t g e n e r i c y a n g d i p a s a r k a n s a a t i n i . O b a t y a n g b e r e d a r d i 

I n d o n e s i a d a p a t d i g o l o n g k a n d a l a m 5 g o l o n g a n : 

1 . G o l o n g a n N a r k o t i k a 
2 . G o l o n g a n P i s i k o t r o p i k a 
3 . G o l o n g a n O b a t K e r a s 
4 . G o l o n g a n O b a t B e b a s T e r b a t a s 
5 . G o l o n g a n O b a t G e n e r i k ( B e b a s ) ^ ' 

S e l a i n i t u , b e r d a s a r k a n h a s i l p e n e l i t i a n d a n riset r u m a h t a n g g a y a n g 

d i l a k u k a n o l e h D e p a r t e m e n K e s e h a t a n R I , d i k e t a h u i b a h w a p e r s e n t a s e 

p e r i l a k u m a s y a r a k a t t e r h a d a p g e j a l a t i m b u l n y a p e n y a k i t a d a l a h s e b a g a i 

b e r i k u t : 

" A. Hidayat, 1987, H a t i - h a t i M e n g g u n a k a n Obat, Famili No.84 Th IV, November 1987, 
h .U i 

'̂ Sartono, 2000, A p a Yang A n d a K e t a h u i T e n t a n g Obat Bebas. Bebas Terbatas dan 
Wajib Praktek, PT.Gramedia, Jakarta, h. 4 
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1 . D i b i a r k a n 5 % 
2 . D i o b a t i d e n g a n c a r a s e n d i r i 5 % 
3 . D i o b a t i d e n g a n j a m u 9 % 
4 . M e m a k a i O b a t G e n e r i k 6 3 % 
5 . P e r g i k e P u s k e s m a s a t a u R u m a h S a k i t 1 8 % ^ * 

D a r i d a t a d i a t a s t e m y a t a p e r s e n t a s e y a n g m e m a k a i o b a t g e n e r i c a d a l a h 

y a n g p a l i n g t i n g g i . T a r i f D o k t e r y a n g t i n g g i m e n y e b a b k a n m a s y a r a k a t l e b i h 

m e m i l i h m e n g k o n s u m s i o b a t t a n p a r e s e p d o k t e r , d e n g a n t i d a k m e n y a d a r i e f e k 

n e g a t i v e d a r i p e m a k a i a n o b a t t e r s e b u t b i l a t e r j a d i k e s a l a h a n d a l a m 

p e n g g u n a a n n y a . 

D a l a m p e n g g u n a a n o b a t y a n g d i j u a l b e b a s m a s a l a h y a n g d i h a d a p i 

a d a l a h u m u m n y a o b a t - o b a t a n y a n g d a p a t d i b e l i s e c a r a b e b a s a d a l a h o b a t -

o b a t a n s i m p t o m a t i s o b a t - o b a t a n y a n g h a n y a m e m b e r a n t a s p e n y e b a b n y a . " * * 

H a l i n i j u g a a d a l a h y a n g m e n j a d i f a k t o r t i n g g i n y a p e n g g u n a a n o b a t 

g e n e r i c o l e h m a s y a r a k a t d a l a m u s a h a p e n y e m b u h a n d i r i , y a n g s e l a n j u t n y a 

a k a n m e m p e r t i n g g i e f e k s a m p i n g d a r i o b a t y a n g d i k o n s u m s i m a s y a r a k a t 

s e c a r a b e b a s . S e l a m a p r o s e s p r o d u k s i d a n d i s t r i b u s i o b a t - o b a t a n m e n g a l a m i 

p e r p i n d a h a n d a r i p r o d u s e n k e d i s t r i b u t o r a t a u p e n j u a l o b a t , p e n y e b a r a n o b a r 

g e n e r i c d a r i p r o d u s e n k e d i s t r i b u t o r d a n p e n j u a l o b a t , k e a d a a n o b a t y a n g 

d i s e r a h k a n h a m s m e m e n u h i k e t e n t u a n w a j i b d a f t a r o b a t y a n g h a r u s d i s i m p a n 

d a l a m w a d a h y a n g c o c o k d a n h a m s m e m e n u h i k e t c n t u a n p e m b u n g k u s a n d a n 

p e n a n d a a n s e s u a i d e n g a n f a r m a k o p e I n d o n e s i a a t a u y a n g d i t e t a p k a n D r i j e n 

>̂ Ibid, h. 8 
"** A. Hidayat, 1987, H a t i - H a t i M e n g g u n a k a n Obal. Famili No.84 Tahun IV November 

1987, h. 113 
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P e n g a w a s a n O b a l d a n M a k a n a n . S e l a n j u t n y a d a r i t o o k o b a t a t a u a p o t i k , o b a t -

o b a t a n t e r s e b u t b a r u b e r p i n d a h k e k o n s u m e n . 

S e l u r u h p r o s e s p e m i n d a h a n a t a u p e n y e r a h a n a t a u p e n y e b a r a n o b a t d a r i 

p r o d u s e n k e a p o t i k a t a u t o k o o b a t d a n d a r i t o k o o b a t k e p a d a k o n s u m e n a d a l a h 

t e r m a s u k p e r j a n j i a n j u a l b e l i a t a u t r a n s a k s i , a d a p u n y a n g d i m a k s u d j u a J b e l i 

a t a u t r a n s a k s i t e r s e b u t a d a l a h p r o s e s t e r j a d i n y a p e r a l i h a n p e m i l i k a n a t a u 

p e n i k m a t b a r a n g a t a u j a s a d a r i p e n y e d i a a n b a r a n g a t a u p e n y e l e n g g a r a a n j a s a 

k e p a d a K U H P e r d a t a P a s a l 1 4 5 7 d i k a t a k a n j u a l b e l i a d a l a h s u a t u p e r s e t u j u a n 

d e n g a n m a n a p i h a k y a n g s a t u m e n g i k a t k a n d i r i n y a u n t u k m e n y e r a h k a n s u a t u 

b a r a n g , d a n p i h a k y a n g l a i n u n t u k m e m b a y a r h a r g a y a n g d i j a n j i k a n . 

D a l a m U n d a n g - U n d a n g N o . 3 6 T a h u n 2 0 0 9 t e n t a n g K e s e h a t a n , P a s a l 

3 9 d i n y a t a k a n b a h w a p e n g a m a n s e d i a a n f a r m a s i d a n a l a t k e s e h a t a n 

d i s e l e n g g a r a k a n u n t u k m e l i n d u n g i m a s y a r a k a t d a r i b a h a y a y a n g d i s e b a b k a n 

p e n g g u n a a n s e d i a f a r m a s i d a n a l a t k e s e h a t a n y a n g t i d a k m e m n u h i p e r s y a r a t a n 

m u t u d a n a l a t k e s e h a t a n d a n a t a u k e m a n f a a t a n m a k s u d n y a a d a l a h p e n g a m a n a n 

s e d i a f a r m a s i d a n a l a t k e s e h a t a n d i l a k u k a n s e j a k m u l a i p r o d u k s i s a m p a i 

p e n g g u n a a n a g a r t i d a k m e m b a h a y a k a n m a s y a r a k a t . D a l a m 

p e n g o r g a n i s a s i a n n y a t u g a s - t u g a s y a n g m e n y a n g k u t p e n g a w a s a n o b a t 

d i l a k s a n a k a n o l e h D i r e k t o r a t J e i i d e r a l P e n g a w a s a n O b a t d a n M a k a n a n ( D i r j e n 

P O M ) . 

M e n g e n a i p e n d i s t r i b u s i a n o b a t - o b a t d i a t u r d e n g a n K e p u t u s a n t e n t a n g 

a p o t i k y a i t u K e p u t u s a n M e n t e r i K e s e h a t a n R I N o . i 3 3 2 / M e n k e s / S K / I / 2 0 1 2 

t e n t a n g k e t e n t u a n d a n t a t a c a r a p e m b e r i a n i z i n a p o t i k , k e p u t u s a n t e n t a n g 
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p e r d a g a n g a n o b a t e c e r a n y a i t u K e p u t u s a n M e n t e r i K e s e h a t a n R I 

N o . l 3 3 1 / M e n k e s / S K / I / 2 0 1 2 d a n p e r a t u r a n t e n t a n g o b a t j a d i y a i t u P e r a t u r a n 

M e n t e r i K e s e h a t a n R I N o . 9 1 7 / M e n k e s / P r / X / 2 0 1 0 t e n t a n g w a j i b d a f t a r o b a t 

j a d i . P e r a t u r a n P e m e r i n t a h N o . 7 2 T a h i m 2 0 1 1 t e n t a n g p e n g a m a n a n s e d i a 

f a r m a s i d a n a l a t k e s e h a t a n d a n U n d a n g - u n d a n g N o . 3 6 T a h u n 2 0 0 9 t e n t a n g 

k e s e h a t a n . 

S e p e r t i t e l a h d i s e b u t k a n d i a t a s , d a l a m p r o s e s p r o d u k s i d a n d i s t r i b u s i 

o b a t g e n e r i c , b a n y a k k o m p o n e n y a n g t e r k a i t , m a k a y a n g p e r l u d i p e r h a t i k a n 

s e l a i n k e b e r a d a a n k o n s u m e n d a n a p o t i k - a p o t i k a t a u t o k o - t o k o o b a t t e r u m a t a 

m e n g e n a i t a n g g u n g j a w a b m e r e k a t e r h a d a p o b a t y a n g m e r e k a p r o d u k s i a t a u 

j u a l , h a l i n i m e n j a d i p e n t i n g b i l a d i k a i t k a n d e n g a n m a s a l a h e f e k n e g a t i f y a n g 

m u n c u l d a r i p e n g g i m a a n o b a t y a n g m e n y e b a b k a n k e r u g i a n d a n b a h a y a b a g i 

m a s y a r a k a t y a n g m e n g k o n s u m s i . 

M e n g e n a i t a n g g u n g j a w a b p e l a k u u s a h a d a p a t d i l i h a t d a l a m U n d a n g -

U n d a n g N o . 8 T a h u n 1 9 9 9 t e n t a n g P e r l i n d u n g a n K o n s u m e n , P a s a l 1 9 a y a t ( 1 ) ; 

P e l a k u u s a h a b e r t a n g g u n g j a w a b m e m b e r i k a n g a n t i r u g i a t a s k e r u s a k a n , 

p e n c e m a r a n d a n a t a u k e r u g i a n k o n s u m e n a k i b a t m e n g k o n s u m s i b a r a n g d a n 

a t a u j a s a y a n g d i h a s i l k a n a t a u d i p e r d a g a n g k a n . 

D a l a m k e h i d u p a n s e h a r i - h a r i b a n y a k m a s y a r a k a t y a n g b e l u m 

m e n g e t a h u i t e n t a n g p r o s e s a p a y a n g s e b e n a m y a t e r j a d i d a r i j u a l b e l i o b a t 

g e n e r i c , s i a p a y a n g b e r t a n g g u n g j a w a b t e r h a d a p k e r u g i a n d a n b a h a y a n y a 

a k i b a t p e n g g u n a a n o b a t g e n e r i c y a n g d i k o n s u m s i . 
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S e h u b u n g a n d e n g a n u r a i a n d i a t a s m a k a p e n u l i s t e r t a r i k u n t u k 

m e m b a h a s n y a d a l a m b e n t u k s k r i p s i y a n g b e r j u d u l : "TANGGUNG JAWAB 

P E L A K U USAHA DALAM PENJUALAN OBAT G E N E R I K DAN 

PEMBERIAN GANTI R U G I KEPADA KONSUMEN MENURUT 

UNDANG-UNDANG PERLINDUNGAN KONSUMEN NOMOR 8 

TAHUN 1999". 

B. Permasalahan 

Y a n g m e n j a d i p e r m a s a l a h a n d a l a m s k r i p s i i n i a d a l a h : 

1 . B a g a i m a n a k a h t a n g g u n g j a w a b p e l a k u u s a h a d a l a m p e n j u a l a n o b a t g e n e r i k 

M e n u r u t U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n N o m o r 8 T a h u n 1 9 9 9 

2 . B a g a i m a n a k a h p e m b e r i a n g a n t i r u g i o l e h p r o d u s e n o b a t k e p a d a k o n s u m e n 

y a n g m e n d e r i t a k e r u g i a n m e n u r u t u n d a n g - u n d a n g p e r l i n d u n g a n k o n s u m e n 

N o m o r 8 T a h u n 1 9 9 9 ? 

C. Ruang lingkup dan Tujuan 

R u a n g l i n g k u p d a r i p e r m a s a l a h a n s k r i p s i i n i a d a l a h b e r k i s a r p a d a 

m a s a l a h b a t a s t a n g g u n g j a w a b p r o d u s e n t e r h a d a p o b a t g e n e r i c y a n g 

d i s e r a h k a n p a d a t o k o o b a t a t a u a p o t i k m e l a l u i p e r j a n j i a n j u a l b e l i b e r i k u t 

a k i b a t h u k u m n y a d a n m e n g e n a i p e m b e r i a n g a n t i r u g i b a g i p i h a k k o n s u m e n 

y a n g m e n d e r i t a k e r u g i a n m e n u r u t U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n . 

T u j u a n p e n e l i t i a n i n i u n t u k m e n g e t a h u i , m e n g g a m b a r k a n d a n 

p e n g a n a l i s i s t e n t a n g : 

1 . T a n g g u n g j a w a b p e l a k u u s a h a d a l a m p e n j u a l a n o b a t g e n e r i c 

2 . P e m b e r i a n g a n t i r u g i o l e h p r o d u s e n k e p a d a k o n s u m e n y a n g m e n d e r i t a 

a k i b a t m e n g g u n a k a n o b a t g e n e r i c . 
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D. Metode Penelitian 

S e j a l a n d e n g a n p e r m a s a l a h a n y a n g a k a n d i b a h a s , m a k a s k r i p s i i n i 

m e r u p a k a n p e n e l i t i a n h u k u m N o r m a t i f y a n g b e r s i f a t d i s k r i p t i f d a n 

d i k a r e n a k a n t i d a k b e r m a k s u d u n t u k m e n g u j i h i p o t e s a . 

T e k n i k p e n g u m p u l a n d a t a d i l a k u k a n d e n g a n P e n e l i t i a n K e p u s t a k a a n 

( L i b r a r y R e s e r c h ) U n t u k m e n g u m p u l k a n d a t a p r i m e r d a n s e k u n d e r d a l a m 

p e n u l i s a n s k r i p s i i n i p e n u l i s m e m p e l a j a r i a z a s - a z a s h u k u m d a n l i t e r a t n r e -

l i t e r a t u r y a n g a d a h u b u n g a n n y a d e n g a n p e n u l i s a n s k r i p s i i n i . 

T e k n i k p e n g o l a h a n d a t a d e n g a n c a r a m e m p e r o l e h d a t a s e k u n d e r 

y a n g d i l a k u k a n d e n g a n m e n g k a j i b a h a n H u k u m P r i m e r d a n B a h a n 

H u k u m S e k u n d e r y a n g R e l e v a n d e n g a n t u j u a n p e n g e l o l a a n d a t a y a n g 

d i l a k u k a n d e n g a n m e n e r a p k a n c a r a a n a l i s i s m a k n a ( C o n t e n t A n a l y s i s ) 

t e r h a d a p D a t a T e k s t u a l u n t u k s e l a n j u t n y a d i k o n t r u k s i k a n d a l a m s u a t u 

k e s i m p u l a n . 
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E . SISTEMATIKA PENULISAN 

R e n c a n a p e n u l i s a n s k r i p s i i n i a k a n t e r s u s u n s e c a r a k e s e l u r u h a n d a l a m 

4 ( e m p a t ) B a b d e n g a n s i s t e m a t i k a s e b a g a i b e r i k u t : 

B a b I : B a b P e n d a h u l u a n y a n g m e n g u r a i k a n L a t a r B e l a k a n g M a s a l a h , 

P e r m a s a l a h a n , R u a n g L i n g k u p d a n T u j u a n , M e t o d e i o g i P e n e l i t i a n , 

s e r t a S i s t e m a t i k a P e n u l i s a n . 

B a b I I : T i n j a u a n P u s t a k a y a n g b e r i s i p a p a r a n t e n t a n g K e r a n g k a t e o r i 

P e r m a s a l a h a n y a n g a k a n d i b a h a s . 

B a b I I I : M e n g g a m b a r k a n t e n t a n g b a s i l p e n e l i t i a n s e c a r a k h u s u s 

m e n g u r a i k a n P e m b a h a s a n / A n a l i s i s h u b u n g a n p e r i n a s a l a h a n 

h u k u m y a n g a k a n d i a n g k a t . S e c a r a rinci b a g i a n - b a g i a n d a n 

p e m b a h a s a n t e r s e b u t a k a n d i s e s u a i k a n d e n g a n h a s i l p e n e l i t i a n 

t a h a p b e r i k u t n y a s e b a g a i b a g i a n d a n p r o s e s p e n e l i t i a n . 

B a b I V : B a g i a n P e n u t u p d a n p e m b a h a s a n s k r i p s i i n i y a n g d i f o r m a t d a l a m 

k e s i m p u l a n d a n s a r a n . 



BAB I I 

TINJAUAN PUSTAKA 

A.Pengeitian Perjanjian Jual Beli/Produsen dan Konsumen 

Pengertian Perjanjian Jual Beli 

M e n u r u t P a s a l 1 4 5 7 K U H P e r d a t a , j u a l b e l i a d a l a h s u a t u 

p e r s e t u j u a n d e n g a n m a n a p i h a k y a n g s a t u m e n g i k a t d i r i n y a u n t u k 

m e n y e r a h k a n s u a t u b a r a n g d a n p i h a k y a n g l a i n u n t u k m e m b a y a r h a r g a 

y a n g d i j a n j i k a n . 

L e b i h l a n j u t R . S u k b e k t i m e n g e m u k a k a n b a h w a " j u a l b e l i a d a l a h 
s u a t u p e r j a n j i a n t i m b a l e b a l i k d a l a m m a n a p i h a k y a n g s a t u b e r j a n j i u n t u k 
m e n y e r a h k a n h a k m i l i k a t a s s u a t u b a r a n g s e d a n g k a n p i h a k l a i n n y a b e r j a n j i 
u n t u k m e m b a y a r h a r g a y a n g t e r d i r i d a r i s e j u m l a h u a n g s e b a g a i I m b a l a n 
d a r i p e r o l e h a n h a k m i l i k t e r s e b u t " . 

S e l a n j u t n y a d a l a m P a s a l 1 4 7 5 K U H P e r d a t a d i n y a t a k a n b a h w a : 

P e n y e r a h a n i a I a h p e m i n d a h a n b a r a n g y a n g t e l a h d i j u a l k e d a l a m 

k e k u a s a a n d a n h a k m i l i k s i p e m b e l i . P e n y e r a h a n i n i m e m p u n y a i a k i b a t 

b e r p i n d a h n y a h a k a t a s b a r a n g , s e b a g a i m a n a d i t e n t u k a n p a d a p a s a l 1 4 5 9 

K U H P e r d a t a y a n g m e n y a t a k a n b a h w a h a l m i l i k a t a s b a r a n g y a n g d i j u a l 

t i d a k p i n d a h k e p a d a p e m b e l i s e l a m a b a r a n g i t u b e l u m d i s e r a h k a n m e n u r u t 

P a s a l 6 1 2 , 6 1 3 , d a n 6 1 6 . 

D a l a m h u k u m p e r d a t a d i s e b u t k a n b a h w a p e n y e r a h a n i t u 

d i l a k s a n a k a n b e r d a s a r k a n j e n i s b a r a n g n y a . D i s i n i d i b e d a k a n m e n j a d i 3 

m a c a m b e n t u k p e n y e r a h a n y a i t u : 

y 
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a . P a s a l 6 1 2 K U H P e r d a t a m e n g e n a i p e n y e r a h a n b a r a n g - b a r a n g b e r g e r a k , 

k e c u a l i y a n g t i d a k b e r t u b u h , d i l a k u k a n d e n g a n p e n y e r a h a n y a n g n y a t a 

o l e h a t a u a t a s n a m a p e m i l i k , a t a u d e n g a n p e n y e r a h a n k u n c i - k u n c i 

b a n g u n a n t e m p a t b a r a n g i t u b e r a d a . 

b . P a s a l 6 1 3 K U H P e r d a t a m e n g e n a i p e n y e r a h a n p i u t a n g - p i u t a n g a t a s n a m a 

d a n b a r a n g - b a r a n g l a i n y a n g t i d a k b e r t u b u h , d i l a k u k a n d e n g a n j a l a n 

m e m b u a t a k t a o t e n t i k a t a u d i b a w a h t a n g a n y a n g m e l i m p a h k a n h a k - h a k 

a t a s b a r a n g - b a r a n g i t u k e p a d a o r a n g l a i n . 

c . P a s a l 6 1 6 K U H P e r d a t a m e n g a t u r p e n y e r a h a n a t a u p e n u n j u k k a n b a r a n g 

t a k b e r g e r a k d i l a k u k a n d e n g a n p e n g u m u m a n a k t a y a n g b e r s a n g k u t a n 

d e n g a n c a r a s e p e r t i y a n g d i t e n t u k a n d a l a m P a s a l 6 2 0 . 

B. Subyek dan Obyek Perjanjian Jual Beli 

S u b y e k d a l a m p e r j a n j i a n j u a l b e l i a d a l a h p e n j u a l a n d a n p e m b e l i , y a n g 

m a s i n g - m a s i n g m e m p u n y a i h a k d a n k e w a j i b a n . M e r e k a m a s i n g - m a s i n g d a l a m 

b e b e r a p a h a l m e r u p a k a n p i h a k b e r w a j i b d a n h a l - h a l l a i n m e r u p a k a n p i h a k 

y a n g m e m p u n y a i h a k . I n i b e r h u b i m g a n d e n g a n s i f a t t i m b a l e b a l i k d a r i 

p e r j a n j i a n j u a l b e l i , 

B e r b i c a r a m e n g e n a i s u b y e k p e r j a n j i a n j u a l b e l i s u d a h t e n t u a d a 

o b y e k n y a j u g a k a r e n a y a n g d i p e r j a n j i k a n d a l a m s u a t u p e r j a n j i a n h a r u s l a h 

s u a t u h a l a t a u o b y e k y a n g c u k u p j e l a s a t a u t e r t e n t u , d a n d a l a m p e r j a n j i a n j u a l 

b e l i y a n g m e n j a d i o b y e k n y a a d a l a h b a n d a . S e l a n j u t n y a d i j e l a s k a n d a l a m p a s a l 

4 9 9 K U H P e r d a t a m e n u r u t U n d a n g - U n d a n g , b a r a n g a d a l a h t i a p b e n d a d a n t i a p 
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h a k y a n g m e n j a d i o b y e k d a r i h a k m i l i k . D i s i n i l a h b e n d a b i s a b e r a r t i - o b y e k 

s e b a g a i l a w a n d a r i s u b y e k a t a u o r a n g d a l a m h u k u m . 

1. Syarat-syarat Sahnya Perjanjian Jual Beli 

S u a t u p e r j a n j i a n d i n a m a k a n s e b a g a i p e r j a n j i a n y a n g s a h a p a b i l a s u d a h 

m e m e n u h i s y a r a t y a n g t e l a h d i t e n t u k a n o l e h U n d a n g - U n d a n g , s e h i n g g a i a 

d i a k u i o l e h h u k u m m e n u r u t k e t e n t u a n P a s a l 1 3 2 0 K U H P e r d a t a , s y a r a t - s y a r a t 

s a h n y a p e r j a n j i a n a d a l a h : 

a. K e s e p a k a t a n m e r e k a y a n g m e n g i k a t d i r i n y a 

P e r s e t u j u a n k e h e n d a k a d a l a h k e s e p a k a t a n , s e i y a s e k a t a p i h a k - p i h a k 
m e n g e n a i p o k o k p e r j a n j i a n y a n g d i b u a t , p o k o k p e r j a n j i a n i t u m e r u p a k a n 
o b y e k p e r j a n j i a n . A p a y a n g d i k e h e n d a k i o l e h p i h a k y a n g s a t u j u g a 
d i k e h e n d a k i o l e h p i h a k y a n g l a i n . M e r e k a m e n g h e n d a k i s e s u a t u y a n g 
s a m a s e c a r a t i m b a l e b a l i k . 

P e r s e t u j u a n k e h e n d a k i t u s i f a t n y a b e b a s , a r t i n y a b e t u l - b e t u l 

k e m a u a n s u k a r e l a p i h a k - p i h a k , t i d a k a d a p a k s a a n s a m a s e k a l i d a r i p i h a k 

p i h a k m a n a p u n , t i d a k a d a k e h i l a f a n d a n t i d a k a d a p e n i p u a n . D i k a t a k a n 

t i d a k a d a p a k s a a n a p a b i l a o r a n g i t u m e l a k u k a n p e r b u a t a n t i d a k b e r a d a 

d i b a w a h a n c a m a n , b a i k d e n g a n k e k e r a s a n j a s m a n i m a u p u n y a n g b e r s i f a t 

m e n a k u t - n a k u t i . D i k a t a k a n t i d a k a d a k e h i l a f a n a t a u k e k e l i r u a n a t a u 

k e s e s a t a n , a p a b i l a s a l a h s a t u p i h a k t i d a k k h i l a f d e n g a n h a l y a n g p o k o k 

y a n g d i p e r j a n j i k a n a t a u t e n t a n g s i f a t - s i f a t p e n t i n g b a r a n g y a n g m e n j a d i 

o b j e k p e r j a n j i a n . K e h i l a f a n i t u h a r u s s e d e m i k i a n r u p a s e h i n g g a s e a n d a i n y a 

o r a n g i t u k h i l a f m e n g e n a i h a l i t u i a t i d a k a k a n m e n y e t u j u i p e r j a n j i a n 

t e r s e b u t . Y a n g t e r a k h i r a d a l a h t i d a k a d a p e n i p u a n a p a b i l a t i n d a k p e n i p u a n 
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m e n u r u t a r t i P a s a l 3 7 8 K U H P e r d a t a a d a l a h : p e n i p u a n m e r u p a k a n s u a t u 

a l a s a n u n t u k m e m b a t a l k a n s u a t u p e r s e t u j u a n , b i l a p e n i p u a n y a n g d i p a k a i 

o l e h s a l a h s a t u p i h a k a d a l a h s e d e m i k i a n r u p a , s e h i n g g a n y a t a b a h w a p i h a k 

y a n g l a i n t i d a k a k a n m e n g a d a k a n p e r j a n j i a n i t u t a n p a a d a n y a t i p u 

m u s l i h a t . 

b . K e c a k a p a n u n t u k m e m b u a t s u a t u p e r k a i t a n 

P a d a u m u m n y a d i k a t a k a n c a k a p m e l a k u k a n p e r b u a t a n h u k u m , 

a p a b i l a i a s u d a h d e w a s a , a r t i n y a s u d a h m e n c a p a i u m u r 2 1 T a h u n a t a u 

s u d a h k a w i n w a l a u p u n b e l u m 2 1 T a h u n . M e n u r u t k e t e n t u a n P a s a l 1 3 3 0 

K U H P e r d a t a d i k a t a k a n t i d a k c a k a p m e m b u a t p e i j a n j i a n i a I a h a n a k y a n g 

b e l u m d e w a s a , o r a n g y a n g d i t a r u h d i b a w a h p e n g a m p u n a n , d a n p e r e m p u a n 

y a n g t e l a h k a w i n d a l a m h a l - h a l y a n g d i t e n t u k a n U n d a n g - U n d a n g d a n p a d a 

u m u m n y a s e m u a o r a n g y a n g o l e h U n d a n g - U n d a n g d i l a r a n g u n t u k 

m e m b u a t p e r s e t u j u a n t e r t e n t u . M e r e k a i n i a p a b i l a m e l a k u k a n p e r b u a t a n 

h u k u m h a r u s d i w a k i l i o l e h w a l i m e r e k a , d a n b a g i i s t r i b e r d a s a r k a n S E M A 

N o . 3 T a h i m 1 9 6 3 w a n i t a b e r s u a m i s u d a h d i n y a t a k a n c a k a p m e l a k u k a n 

p e r b u a t a n h u k u m t i d a k p e r l u l a g i i z i n s u a m i . P e r b u a t a n h u k u m y a n g 

d i l a k u k a n i s t r i i t u s a h m e n u r u t h u k u m d a n t i d a k d a p a t d i m i n t a 

p e m b a t a l a n n y a k e p a d a h a k i m . 

S e l a i n k e c a k a p a n , a d a l a g i d i s e b u t k e w e n a n g a n m e l a k u k a n 

p e r b u a t a n h u k u m , k e w e n a n g a n m e m b u a t p e r j a n j i a n . D i k a t a k a n a d a 

k e w e n a n g a n a p a b i l a i a m e n d a p a t k u a s a d a r i p i h a k k e t i g a u n t u k 
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m e l a k u k a n p e r b u a t a n h u k u m t e r t e n t u , d a l a m h a l i n i m e m b u a t p e r j a n j i a n . 

D i k a t a k a n t i d a k k e w e n a n g a n a p a b i l a t i d a k m e n d a p a t k u a s a u n t u k i t u . 

A k i b a t h u k u m k e t i d a k c a k a p a n a t a u k e t i d a k w e n a n g a n m e m b u a t 

p e r j a n j i a n i a l a h b a h w a p e r j a n j i a n y a n g t e l a h d i b u a t a t a u d a p a t d i m i n t a k a n 

o l e h p i h a k y a n g b e r k e p e n t i n g a n , m a k a p e r j a n j i a n i t u t e t a p b e r l a k u b a g i 

p i h a k - p i h a k . 

P o k o k P e r s o a l a n T e r t e n t u 

S u a t u h a l t e n t u m e r u p a k a n p o k o k p e r j a n j i a n , m a r u p a k a n p r e s t a s i 

y a n g p e r l u d i p e n u h i d a l a m s u a t u p e r j a n j i a n , m e r u p a k a n o b y e k p e r j a n j i a n . 

P r e s t a s i i n i h a r u s d i t e n t u k a n a t a u s e k u r a n g - k u r a n g n y a d a p a t d i t e n t u k a n . 

A p a y a n g d i p e r j a n j i k a n h a r u s c u k u p j e l a s , d i t e n t u k a n j e n i s n y a , j u m l a h n y a 

h a n y a b o l e h t i d a k d i s e b u t k a n a s a l d a p a t d i h i t u n g a t a u d i t e t a p k a n . 

S y a r a t b a h w a p r e s t a s i i t u h a r u s d i t e n t u k a n a t a u d a p a t d i t e n t u k a n , 

g u n a n y a i a l a h u n t u k m e n d a p a t h a k d a n k e w a j i b a n k e d u a b e l a h p i h a k , j i k a 

t i m b u l p e r s e l i s i h a n d a l a m p e l a k s a n a a n p e r j a n j i a n j i k a p r e s t a s i i t u k a b u r , 

s e h i n g g a p e r j a n j i a n i t u t i d a k d a p a t d i l a k s a n a k a n , m a k a d i k a t a k a n t i d a k a d a 

o b y e k p e r j a n j i a n . A k i b a t t i d a k d i p e n u h i n ^ ' a s y a r a t i n i , p e r j a n j i a n b a t a l 

d e m i h u k i u n . 

S u a t u S e b a b Y a n g T i d a k T e r l a r a n g 

Y a n g d i m a k s u d d e n g a n s e b a b y a n g t i d a k d i l a r a n g a t a u c a u s a y a n g 

h a l a l d a l a m P a s a l 1 3 2 0 K U H P e r d a t a b u k a n s e b a b d a l a m a r t i y a n g 

m e n y e b a b k a n a t a u m e n d o r o n g o r a n g m e m b u a t p e r j a n j i a n , m e l a i n k a n 
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s e b a b d a l a m a r t i " i s i p e r j a n j i a n i t u s e n d i r i " y a n g m e n g g a m b a r k a n t u j u a n 

y a n g a k a n d i c a p a i o l e h p i h a k - p i h a k . 

A k i b a t h u k u m p e r j a n j i a n y a n g b e r i s i c a u s a y a n g t i d a k h a l a l i a l a h 

b a h w a p e r j a n j i a n i t u b a t a l d e m i h u k u m . D e n g a n d e m i k i a n t i d a k a d a d a s a r 

u n t u k m e n u n t u t p e m e n u h a n p e r j a n j i a n d i m u k a h a k i m , k a r e n a s e j a k s e m u a 

d i a n g g a p t i d a k p e m a h a d a p e r j a n j i a n 

Hak dan Kewajiban Para Pihak 

2.1. Hak dan Kewajiban Penjual 

M e n u r u t P a s a l 1 4 7 4 K U H P e r d a t a , p i h a k p e n j u a l a n m e m p u n y a i 

d u a k e w a j i b a n u t a m a y a i t u : m e n y e r a h k a n b e n d a y a n g d i j u a l k e p a d a 

p e m b e l i d a l a m h a k m i l i k . M e n j a m i n k e m k m a t a n , k e t e n t r a m a n , d a n 

d a m a i s e r t a t i d a k a d a c a c a t - c a c a t t e r s e m b u n y i . 

D a l a m h a l p e n j u a l a n p e n y e r a h a n b a r a n g , d a p a t d i l a k u k a n : 

a. P e n y e r a h a n s e c a r a y u r i d i s a t a u f o r m a l , y a i t u d e n g a n a k t e a t a u 

d e n g a n s u r a t r e s m i 

b . P e n y e r a h a n s e c a r a f e i t e l i j k a t a u s e c a r a rill / n y a t a s e p e r t i y a n g 

d i m a k s u d d a l a m P a s a l 1 4 7 5 - P a s a l 1 4 9 0 K U H P e r d a t a . 

K e m u d i a n s e b a g a i k e w a j i b a n y a n g k e d u a d a r i p i h a k p e n j u a l 

s e b a g a i m a n a y a n g d i a t u r d a l a m p a s a l 1 4 9 1 K U H P e r d a t a , 

p e n a n g g u n g a n y a n g t e r j a d i k e w a j i b a n p e n j u a l a n t e r h a d a p p e m b e l i , 

a d a l a h u n t u k m e n j a m i n d u a h a l y a i t u ; p e r t a m a , p e n g u a s a a n b a r a n g y a n g 

d i j u a l s e c a r a a m a n d a n t e n t e r a m ; k e d u a , t i d a k c a c a t y a n g t e r s e m b u n y i 



15 

p a d a b a r a n g t e r s e b u t , a t a u y a n g s e d e m i k i a n r u p a s e h i n g g a m e n i m b u l k a n 

a l a s a n u n t u k p e m b a t a n p e m b e l i a n . M a k s u d c a c a t y a n g t e r s e m b u n y i 

a d a l a h a p a b i l a t e r h a d a p b a r a n g i t u m e n u r u t p e n i l a i a n p i h a k p e m b e l i 

t i d a k s e p e r t i y a n g d i m a k s u d a t a u l e b i h r e n d a h d a r i h a l y a n g d i m a k s u d 

s e h i n g g a m e n g u r a n g i n i l a i b a g i n y a d a n a p a b i l a p e m b e l i m e n g e t a h u i 

m u n g k i n t i d a k a k a n m e m b e l i b a r a n g i t u . S e d a n g k a n h a k - h a k p e n j u a l : 

a H a k a t a s b a r a n g y a n g d i j u a l n y a 

b . H a k r e k l a m e y a i t u p e n j u a l a n b a r a n g b e r g e r a k y a n g d i j u a l s e c a r a 

t u n a i u n t u k m e n u n t u t k e m b a l i b a r a n g n y a y a n g b e l u m d i b a y a r o l e h 

p e m b e l i d a l a m t e n g g a n g w a k t u 3 0 h a r i s e t e l a h p e n y e r a h a n n y a ( P a s a l 

1 1 4 5 K U H P e r d a t a ) . 

c. H a k u n t u k m e n y a t a k a n b a t a l d e m i h u k u m b e r d a s a r k a n P a s a l 1 5 2 8 

K U H P e r d a t a , p e r j a n j i a n j u a l b e l i b a r a n g d a g a n g a n d a n b a r a n g 

p e r a b o i a n r u m a h y a n g t i d a k d i a m b i l o l e h p e m b e l i d a l a m j a n g k a 

w a k t u y a n g t e l a h d i t e t a p k a n t a n p a m e m b e r i p e r i n g a t a n t e r l e b i h 

d a h u l u k e p a d a p i h a k p e m b e l i . 

Hak dan Kewajiban Pembeli (Konsumen ) 

K e v / a j i b a n - k e w a j i b a n p e m b e l i i a l a h : 

a. M e m b a y a r h a r g a b a r a n g y a n g d i b e l i n y a p a d a w a k t u d a n d i t e m p a t 

m e n u m t p e r j a n j i a n j u a l b e l i , s e b a g a i m a n a d i a t u r d a l a m P a s a l 1 5 1 3 

K U H P e r d a t a , b i l a m a n h a l i n i t i d a k d i t e t a p k a n d a l a m p e r j a n j i a n , 

m a k a m e n u m t P a s a l 1 5 1 4 K U H P e r d a t a j i k a w a k t u m e m b u a t 
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p e r s e t u j u a n t i d a k d i t e t a p k a n h a l - h a l i t u , . p e m b e l i h a r u s m e m b a y a r 

d i t e m p a t d a n p a d a w a k t u p e n y e r a h a n . 

b . P e m b e l i w a l a u p u n t i d a k a d a s u a t u p e r j a n j i a n y a n g t e g a s , w a j i b 

m e m b a y a r b u n g a d a n h a r g a p e m b e l i a n , j i k a b a r a n g y a n g d i j u a l d a n 

d i s e r a h k a n m e m b e r i h a s i l a t a u p e n d a p a t l a i n . H a l i n i s e b a g a i m a n a 

d i a t u r d a l a m P a s a l 1 5 1 5 K U H P e r d a t a . 

c. B i a y a p e n y e r a h a n d i p i k u l o l e h p e n j u a l , s e d a n g k a n b i a y a 

p e n g a m b i l a n d i p i k u l o l e h p e m b e l i , k e c u a l i k a l a u d i p e r j a n j i k a n 

s e b a l i k n y a . S e b a g a i m a n a d i a t u r d a l a m P a s a l 1 4 7 6 K U H P e r d a t a . 

S e d a n g k a n h a k - h a k d a r i p i h a k p e m b e l i y a n g d i p e r o l e h d a r i 

p e n j u a l d a l a m p e r j a n j i a n j u a l b e l i a d a l a h : 

1 . J a m i n a n d a r i p e n j u a l a n m e n g e n a i k e n i k m a t a n , k e t e n t r a m a n d a n 

k e d a m a i a n s e r t a t i d a k a d a c a c a t y a n g t e r s e m b u n y i . 

2 . H a k u n t u k m e n u n d a p e m b a y a r a n h a r g a b a r a n g , j i k a d a l a m 

m e n g u a s a i b a r a n g i t u p e m b e l i d i g a n g g u o l e h s u a t u t u n t u t a n h u k u m 

y a n g d i d a s a r k a n o l e h h i p o t e k a t a u t u n t u t a n u n t u k m e m p e r o l e h 

k e m b a l i b a r a n g t e r s e b u t , a t a u j i k a p e m b e l i m e m p u n y a i s u a t u a l a s a n 

y a n g p a t u t u n t u k k h a w a t i r k a n d i g a n g g u d a l a m p e n g u a s a n y a , m a k a i a 

d a p a t m e n a n g g u h k a n p e m b a y a r a n h a r g a b e l i s a m p a i p e n j u a l 

m e n g h e n t i k a n g a n g g u a n t e r s e b u t , k e c u a h j i k a p e n j u a l m e m i l i h 

m e m b e r i k a n j a m i n a n a t a u j i k a t e l a h d i p e r j a n j i k a n b a h w a p e m b e l i 

w a j i b m e m b a y a r t a n p a m e n d a p a t j a m i n a n a t a s s e g a l a g a n g g u a n . H a l 

i n i s e b a g i m a n a d i a t u r d a l a m P a s a l 1 5 1 6 K U H P e r d a t a . 
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A p a b i l a p e m b e l i t e l a h m e l a k s a n a k a n k e w a j i b a n n y a s e d a n g k a n 

p i h a k p e n j u a l t i d a k m e n y e r a h k a n b a r a n g , m a k a d a l a m h a l i n i p e m b e l i 

m e n u n t u t p e n j u a l d a l a m l i m a k e m u n g k i n a n , y a i t u : 

a . M e n u n t u t p e n y e r a h a n b a r a n g 

b . M e n u n t u t p e n y e r a h a n b a r a n g d i t a m b a h g a n t i r u g i 

c . M e n u n t u t p e m b a t a l a n p e r j a n j i a n 

d . M e n u n t u t p e m b a t a l a n p e r j a n j i a n d i t a m b a h g a n t i r u g i 

e . M e n u n t u t g a n t i r u g i 

3. Akibat Hukum Perjanjian Jual Beli 

M e n u r u t k e t e n t u a n P a s a l 1 3 3 8 K U H P e r d a t a , a k i b a t d a r i s u a t u 

p e r j a n j i a n y a n g d i b u a t s e c a r a s a h , y a n g m e m e n u h i s y a r a t O s y a r a t P a s a l 1 3 2 0 

K U H P e r d a t a a d a l a h b e r l a k u s e b a g a i U n d a n g - U n d a n g b a g i m e r e k a y a n g 

m e m b u a t n y a , t i d a k d a p a t d i t a r i k k e m b a l i t a n p a p e r s e t u j u a n d u a b e l a h p i h a k 

a t a u k a r e n a a l a s a n - a l a s a n y a n g c u k u p m e n u r u t U n d a n g - U n d a n g d a n h a r u s 

d i l a k s a n a k a n d e n g a n i t i k a d b a i k . 

P e r j a n j i a n b e r l a k u s e b a g a i U n d a n g - U n d a n g b a g i p i h a k - p i h a k , a r t i n y a 

p i h a k - p i h a k t e r s e b u t h a m s m e n a a t i p e i j a n j i a n i t u s a m a d e n g a n U n d a n g -

U n d a n g , j i k a a d a y a n g m e l a n g g a r p e r j a n j i a n y a n g m e r e k a b u a t , i a d i a n g g a p 

s a m a d e n g a n m e l a n g g a r U n d a n g - U n d a n g y a n g m e m p u n y a i a k i b a t h u k u m 

t e r t e n t u y a i t u s a n k s i h u k u m j a d i b a r a n g s i a p a m e l a n g g a r p e r j a n j i a n , i a a k a n 

m e n d a p a t h u k u m a n s e p e r t i y a n g t e l a h d i t e t a p k a n d a l a m U n d a n g - U n d a n g . 



18 

M e n u r u t U n d a n g - U n d a n g , p i h a k y a n g m e l a n g g a r p e r j a n j i a n 

m e m p u n y a i a k i b a t h u k u m y a i t u : 

a . H a r u s m e m b a y a r g a n t i r u g i ( P a s a l 1 2 3 4 3 K U H P e r d a t a ) 

b . P e r j a n j i a n n y a d a p a t d i p u t u s k a n ( P a s a l 1 2 6 6 K U H P e r d a t a ) 

c . M e n a n g g u n g b e b a n r e s i k o ( P a s a l 1 2 3 7 a y a t 2 K U H P e r d a t a ) 

P e r j a n j i a n y a n g t e l a h d i b u a t s e c a r a t i d a k s a h m e n g i k a t p i h a k - p i h a k 

s e h i n g g a p e r j a n j i a n t e r s e b u t t i d a k b o l e h d i t a r i k k e m b a l i a t a u d i b a t a l k a n s e c a r a 

s e p i h a k s a j a . J i k a i n g i n m e n a r i k k e m b a l i a t a u m e m b a t a l k a n h a r u s m e m p e r o l e h 

p e r s e t u j u a n p i h a k l a i n n y a . N a m u n d e m i k i a n , a p a b i l a a d a a l a s a n - a l a s a n y a n g 

c u k u p m e n u r u t U n d a n g - U n d a n g , p e r j a n j i a n d a p a t d i t a a t i k e m b a l i a t a u 

d i b a t a l k a n s e c a r a s e p i h a k . 

M e n u r u t A b d u l k a d i r M u h a m m a d y a n g d i m a k s u d d e n g a n i t i k a d b a i k 

d a l a m P a s a l 1 3 3 8 K U H P e r d a t a a d a l a h : " P e l a k s a n a a n p e r j a n j i a n i t u h a r u s 

b e r j a l a n d e n g a n m e n g i n d a h k a n n o r m a - n o r m a k e p a t u t a n d a n k e s u s i l a a n " . 

D a r i u r a i a n d i a t a s d a p a t d i k e t a h u i b a h w a p e r j a n j i a n j u a l b e l i y a n g 

d i l a k u k a n a n t a r a p r o d u s e n d a n k o n s u m e n s a h m e n u r u t h u k u m a p a b i l a 

p e r j a n j i a n t e r s e b u t m e m e n u h i s y a r a t - s y a r a t y a n g d i t e n t u k a n o l e h U n d a n g -

U n d a n g ( P a s a l 1 3 2 0 K U H P e r d a t a ) . 

C. Pengertian Obat Generik 

D a l a m P e r m e n k e s R I N o . 9 1 7 / M e n k e s / P e r / X / 2 0 1 0 t e n t a n g 

w a j i b d a f t a r o b a t j a d i , d i r u m u s k a n m e n g e n a i p e n g g o l o n g a n o b a t 

s e b a g a i b e r i k u t ; g o l o n g a n o b a t a d a l a h p e n g g o l o n g a n y a n g d i m a k s u d 
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u n t u k m e n i n g k a t k a n k e a m a n a n d a n k e t e p a t a n p e n g g u n a a n s e r t a p e n g a m a n 

d i s t r i b u s i y a n g t e r d i r i d a r i o b a t g e n e r i c ( b e b a s ) , o b a t t e r b a t a s , o b a t w a j i b 

a p o t i k , o b a t k e r a s , p s i k o t r o p i k a , n a r k o t i k a . 

D a r i k e e n a m g o l o n g a n t e r s e b u t , o b a t y a n g t e r m a s u k d a l a m 

g o l o n g a n o b a t g e n e r i k , o b a t g e n e r i k t e r b a t a s d a n o b a t w a j i b a p o t i k , t o k o 

o b a t a t a u p e d a g a n g e c e r a n o b a t . 

G o l o n g a n o b a t g e n e r i k , o b a t g e n e r i k t e r b a t a s d a n o b a t w a j i b a p o t i k 

m e m p u n y a i k e s a m a a n d a l a m h a l c a r a k o n s u m e n m e n d a p a t k a n n y a , y a i t u 

s e c a r a b e b a s t a n p a r e s e p d o k t e r s e h i n g g a o b a t - o b a t a n i n i d i s e b u t s e b a g a i 

o b a t g e n e r i k . 

O b a t g e n e r i k m e r u p a k a n o b a t u n t u k p e n y a k i t - p e n y a k i t y a n g 

p e n g o b a t a n n y a t e l a h d a p a t d i t e t a p k a n s e n d i r i o l e h p e m a k a i n y a o l e h 

k a r e n a i t u s e l a m a a t u r a n n y a t i d a k d i l a r a n g k e m u n g k i n a n o b a t i n i 

t i d a k m e m b a h a y a k a n . 

D. Produsen dan Distributor Obat Generik 

T e l a h d i k e m u k a k a n s e b e l u m n y a , s e t i a p o b a t j e n i s g e n e r i k 

s e b e l u m s a m p a i k e t a n g a n k o n s u m e n t e r l e b i h d a h u l u t e l a h m e l a l u i 

b e r b a g a i p r o s e s . D a l a m g a r i s b e s a m y a p r o s e s t e r s e b u t t e r d i r i d a r i d u a 

t a h a p y a i t u p r o s e s p r o d u k s i d a n p r o s e s d i s t r i b u s i . K e d u a p r o s e s 

t e r s e b u t m e l i b a t k a n b e b e r a p a p i h a k , a d a p u n p i h a k - p i h a k y a n g l e r l i b a t 

t e r s e b u t a d a l a h : 

a, I n d u s t r i F a r m a s i 
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O b a t - o b a t a n b e r u p a o b a t g e n e r i k , o b a t g e n e r i k t e r b a t a s d a n 

o b a t w a j i b a p o t i k a t a u y a n g d i s e b u t o b a t b e b a s d i s i n i m e r u p a k a n 

h a s i l p r o d u k s i s u a t u i n d u s t r i f a r m a s i . M e n u r u t S u r a t K e p u t u s a n 

m e n t e r i k e s e h a t a n R I N o . 2 4 5 / M e n . K e s / S K / V / 1 9 9 0 t e n t a n g 

K e t e n t u a n d a n T a t a C a r a P e l a k s a n a a n P e m b e r i a n i z i n I n d u s t r i 

F a r m a s i , i n d u s t r i f a r m a s i a d a l a h i n d u s t r i o b a t j a d i d a n b a h a n b a k u 

o b a t . 

D a l a m S K t e r s e b u t d i s e b u t k a n p u l a b a h w a p e r u s a h a a n 

i n d u s t r i f a r m a s i w a j i b m e m p e r o l e h I z i n I n d u s t r i f a r m a s i ( l U I F ) 

d a r i m e n t e r i K e s e h a t a n . l U I F d i b e r i k a n k e p a d a p e m o h o n y a n g 

t e l a h s i a p b e r p r o d u k s i d a n m e m e n u h i p e r s y a r a t a n C a r a P r o d u k s i 

O b a t y a n g B a i k ( C P O B ) s e s u a i d e n g a n S K M e n t e r i K e s e h a t a n R I 

N o . 4 3 / M e n . K e s / S K / I I / 1 9 8 8 . 

D e n g a n d e m i k i a n , i n d u s t r i f a r m a s i a d a l a h p r o d u s e n o b a t 

r e s m i , m a k a i n d u s t r i f a r m a s i y a n g t e l a h m e n d a p a t i z i n u s a h a 

i n d u s t r i w a j i b m e n y a l u r k a n d a n m e m a s a r k a n p r o d u k s i n y a s e s u a i 

d e n g a n k e t e n t u a n p e r u n d a n g - u n d a n g a n y a n g b e r l a k u . A k a n t e t a p i 

d a l a m m e m a s a r k a n p r o d u k n y a p i h a k p r o d u s e n t i d a k d i p e r k e n a k a n 

m e n j u a l l a n g s u n g p r o d u k n y a k e p a d a p i h a k k o n s u m e n . 

P e d a g a n g B e s a r F a r m a s i 

P e d a g a n g b e s a r f a r m a s i m e r u p a k a n s a l a h s a t u p e n y a l u r 

r e s m i o b a t . M e n g e n a i p e d a g a n g b e s a r f a r m a s i d i a t u r d e n g a n 

K e p u t u s a n m e n t e r i K e s e h a t a n R I N o . 1 1 9 1 / M e n . K e s / S K / X / 2 0 0 2 . 
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A d a p u n y a n g d i m a k s u d d e n g a n p e r d a g a n g a n b e s a r f a r m a s i 

m e n u r u t P a s a l 1 a y a t (1) K e p u t u s a n i n i a d a l a h B a d a n H u k u m 

P e r s e r o a n T e r b a t a s a t a u K o p e r a s i y a n g m e m i l i k i i z i n u s a h a u n t u k 

p e n g a d a a n , p e n y i m p a n a n , d a n p e n y a l u r a n p e m b e k a l a n f a r m a s i 

d a l a m j u m l a h b e s a r s e s u a i k e t e n t u a n p e r u n d a n g - u n d a n g a n y a n g 

b e r l a k u . S e d a n g k a n y a n g d i m a k s u d d e n g a n P e r b e k a l a n f a r m a s i 

a d a l a h p e r b e k a l a n y a n g m e l i p u t i o b a t , b a h a n o b a t d a n a l a t 

k e s e h a t a n . 

D a l a m P a s a l 2 , d i a t u r b a h w a p e d a g a n g b e s a r f a r m a s i w a j i b 

m e m i l i k i i z i n u s a h a d a r i M e n t e r i K e s e h a t a n a p a b i l a d i l a k u k a n 

B a d a n H u k u m P e r s e r o a n T e r b a t a s , K o p e r a s i a t a u p e r u s a h a a n 

n a s i o n a l m a u p u n p e r u s a h a a n p a t u n g a n a n t a r a p e n a n a m m o d a l 

a s i n g y a n g t e l a h m e m p e r o l e h i z i n u s a h a f a r m a s i I n d o n e s i a 

d e n g a n p e r u s a h a a n n a s i o n a l . 

M e n u r u t k e t e n t u a n P a s a l 1 4 , 1 5 , d a n 1 6 t a t a c a r a p e n y a l u r a n 

p e r b e k a l a n f a r m a s i a d a l a h : 

1) P B F d i l a r a n g m e n j u a l p e r b e k a l a n f a r m a s i s e c a r a e c e r a n , b a i k 

d i t e m p a t k e r j a n y a a t a u p u n t e m p a t l a i n . 

2 ) P B F d i l a r a n g m e l a y a n i r e s e p d o k t e r 

3 ) P B F d i l a r a n g m e l a k u k a n p e n g a d a a n , p e n y i m p a n a n d a n 

p e n y a l u r a n n a r k o t i k a d a n p s i k o t r o p i k a t a n p a i z i n k h u s u s d a r i 

M e n t e r i . 
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4 ) P B F h a n y a m e l a k u k a n p e n y a l u r a n o b a t k e r a s k e p a d a p e d a g a n g 

b e s a r , f a r m a s i , a p o t i k , r u m a h s a k i t s e r t a i n s t i t u s i y a n g 

d i i z i n k a n b e r d a s a r k a n p e n a n g g u n g j a w a b P B F a t a u a p o t e k e r 

p e n a n g g u n g j a w a b u n i t y a n g d i i z i n k a n o l e h m e n t e r i . 

c . A p o t i k 

A p o t i k m e r u p a k a n s a t u m a t a r a n t a i j a l u r d i s t r i b u s i o b a t d a n 

p e r l e n g k a p a n k e s e h a t a n l a i n n y a . K e b e r a d a a n a p o t i k d a p a t 

m e n j e m b a t a n i p r o d u s e n d a n p e d a g a n g b e s a r f a n n a s i d e n g a n 

m a s k a r a k a t y a n g m e m e r l u k a n o b a t . 

B e r d a s a r k a n K e p u t u s a n M e n t e r i K e s e h a t a n R I N o . 1 3 3 2 / 

M e n k e s / S K / 1 / 2 0 1 2 , a p o t i k a d a l a h s u a t u t e m p a t d i l a k u k a n 

p e k e r j a a n k e f a r m a s i a n d a n p e n y a l u r a n p e r b e k a l a n f a r m a s i k e p a d a 

m a s y a r a k a t . S e b e l u m m e n j a l a n k a n k e g i a t a n n y a a p o t i k w a j i b 

m e m i l i k i s u r a t i z i n a p o t i k d a r i M e n t e r i K e s e h a t a n y a n g d i a j u k a n 

o l e h a p o t e k e r p e n g e l o l a h a p o t i k . 

P e d a g a n g e c e r a n o b a t y a n g m e r u p a k a n t o k o o b a t b e r i z i n 

m e n u r u t K e p u t u s a n M e n t e r i K e s e h a t a n R I N o . 1 3 3 1 / M e n k e s / S K / X / 

2 0 0 2 , m e r u p a k a n b a d a n h u k u m I n d o n e s i a y a n g m e m i l i k i i z i n u n t u k 

m e n y i m p a n o b a t g e n e r i k d a n o b a t g e n e r i k t c r b a t a s u n t u k d i j u a l 

s e c a r a e c e r a n d i t e m p a t t e r t e n t u s e b a g a i m a n a t e r c a n t u m d a l a m s u r a t 

i z i n n y a . 

B e r d a s a r k a n p e n g e r t i a n d i a t a s m a k a y a n g d a p a t d i j u a l o l e h 

p e d a g a n g e c e r a n o b a t h a n y a l a h o b a t g e n e r i k d a n o b a t g e n e r i k 
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t e r b a t a s s a j a . A r t i n y a p e d a g a n g e c e r a n o b a t t i d a k m e l a y a n i r e s e p 

d o k t e r d a n m e n u r u t k e t e n t u a n t u l i s a n " t i d a k m e l a y a n i r e s e p d o k t e r " 

h a r u s d i p a s a n g p a d a p a p a n t o k o o b a t b e r i z i n t e r s e b u t . O b a t y a n g 

d a p a t d i j u a l t e r s e b u t h a r u s d a l a m k e m a s a n a s l i d a r i p a b r i k y a n g 

m e m b u a t n y a s e c a r a e c e r a n . O b a t y a n g d i j u a l o l e h p e d a g a n g s e c a r a 

e c e r a n i n i h a r u s b e r m u t u b a i k d a n d i s a l u r k a n o l e h p e d a g a n g b e s a r 

f a r m a s i d a n d a r i i n d u s t r i f a r m a s i y a n g t e l a h m e n d a p a t i z i n d a r i 

M e n t e r i k e s e h a t a n s e s u a i d e n g a n p e r a t u r a n y a n g b e r l a k u . N a m a 

s e b u a h t o k o o b a t t i d a k b e r i z i n t i d a k d i p e r k e n a n k a n m e n y a m a i a t a u 

s a m a d e n g a n n a m a i n d u s t r i f a r m a s i , p e d a g a n g b e s a r f a r m a s i 

m a u p u n a p o t i k . 

Hak dan Kewajiban Pelaku Usaha. 

a. Hak dan Kewajiban Produsen Obat Generik 

A d a p u n y a n g m e n j a d i h a k p r o d u s e n o b a t g e n e r i k i a l a h h a k 

u n t u k m e m p r o d u k s i d a n m e n y a l u r k a n o b a t g e n e r i k m e n u r u t k e t e n t u a n 

y a n g b e r l a k u . S e m e n t a r a h a k - h a k y a n g l a i n a k a n t i m b u l a p a b i l a t e l a h 

t e r j a l i n h u b u n g a n h u k u m d e n g a n k o n s u m e n . 

M e n g e n a i k e w a j i b a n p r o d u s e n o b a t g e n e r i k , s e s u a i d e n g a n 

S K M e n t e r i K e s e h a t a n R I N o . 2 4 5 / M e n K e s / S K / V / 2 0 0 9 t e n t a n g T a t a 

C a r a P e m b e r i a n I z i n U s a h a I n d u s t r i F a r m a s i . S u a t u i n d u s t r i w a j i b : 

1 ) M e m i l i k i i z i n u s a l i a I n d u s t r i f a r m a s i 
2 ) M e m e n u h i p e r s y a r a t a n c a r a p r o d u k s i o b a t y a n g b a i k . 
3 ) B e r b e n t u k P E R U M , P T , a t a u K o p e r a s i 
4 ) M e m i l i k i r e n c a n a i n v e s t a s i 
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5 ) M e m p u n y a i n o m o r p o k o k w a j i b p a j a k 
6 ) M e n y a l u r k a n d a n m e m a s a r k a n p r o d u k n y a s e s u a i d e n g a n k e t e n t u a n 

p e r u n d a n g - u n d a n g a n y a n g b e r l a k u . 
7 ) M e l a k s a n a k a n u p a y a k e s e i m b a n g a n d a n k e l e s t a r i a n s u m b e r d a y a 

a l a m s e r t a m e n c e g a h t i m b u l n y a k e r u s a k a n d a n p e n c e m a r a n 
t e r h a d a p I i n g k u n g a n h i d u p , m e l a k s a n a k a n u p a y a y a n g m e n y a n g k u t 
k e a m a n a n p r o s e s p r o d u k s i s e r t a A m d a l . 

8 ) M e n y a m p a i k a n l a p o r a n i n d u s t r i s e c a r a b e r k a l a m e n g e n a i k e g i a t a n 
u s a h a n y a 

b. Hak dan Kewajiban Distributor Obat Generik 

D i s t r i b u t o r r e s m i o b a t g e n e r i k y a n g t e r d i r i d a r i p e d a g a n g 

b e s a r f a r m a s i , a p o t i k d a n p e d a g a n g e c e r a n o b a t p a d a p r i n s i p n y a 

m e m i l i k i h a k - h a k y a n g s a m a y a i t u h a k s e b a g a i p e d a g a n g y a n g 

m e n j e m b a t a n i h u b u n g a n a n t a r a p r o d u s e n d a n k o n s u m e n o b a t g e n e r i k . 

A d a p u n h a k s e b a g a i p e n j u a l a n i n i a d l a a h m e n d a p a t k a n 

k e u n t u n g a n b e r u p a l a m a a t a s u s a h a n y a d a l a m p e n j u a l a n o b a t g e n e r i k . 

B e s a m y a p e r s e n t a s i k e u n t u n g a n d a l a m u s a h a p e n j u a l a n o b a t g e n e r i k 

i n i a d a l a h m e n u n t u t k e t e n t u a n y a n g t e l a h d i t e t a p k a n d a n b i a s a n y a 

a k a n d i d a p a t k a n a p a b i l a a d a t r a n s a k s i j u a l b e l i d e n g a n p i h a k 

k o n s u m e n t e l a h d i t u t u p . 

M e n g e n a i k e w a j i b a n d i s t r i b u t o r o b a t g e n e r i k , m a k a p e d a g a n g 

b e s a r f a r m a s i w a j i b : 

1 ) M e m i l i k i i z i n u s a h a p e d a g a n g b e s a r f a r m a s i d a n M e n t e r i K e s e h a t a n 
2 ) D i l a k u k a n o l e h b a d a n h u k u m t e r t e n t u P T . K o p e r a s i , P e m s a h a a n 

n a s i o n a l m a u p u n p a t u n g a n a n t a r a P e r u s a h a a n M o d a l A s i n g y a n g t e l a h 
m e m p e r o l e h i z i n u s a h a i n d u s t r i f a r m a s i d i I n d o n e s i a d e n g a n 
p e r u s a h a a n n a s i o n a l . 

3 ) M e m i l i k i n o m o r p o k o k w a j i b p a j a k 
4 ) B e r s a m a s e t i a p c a b a n g n y a m e n g a d a k a n , m e n y i m p a n d a n m e n y a l u r k a n 

p e r b e k a l a n f a r m a s i y a n g m e m n u h i p e r s y a r a t a n m u t u . 



2 5 

5 ) M e l a k s a n a k a n p e n g a d a a n o b a t , b a h a n b a k u d a n a l a t k e s e h a t a n d a r i 
s u m b e r y a n g s a h b e r d a s a r k a n p e r a t u r a n p e r u n d a n g - u n d a n g a n y a n g 
b e r l a k u . 

6 ) M e m i l i k i s e s e o r a n g a p o t e k e r d a n a s i s t e n a p o t e k e r y a n g m e m p u n y a i 
i z i n k e r j a 

7 ) M e l a p o r k a n s e t i a p p e r g a n t i a n p e r t a n g g u n g j a w a b a n . 

D a r i u r a i a n d i a t a s d i k e t a h u i b a h w a j u a l b e l i o b a t b e b a s m e l i b a t k a n 

b e b e r a p a p i h a k y a n g t e r k a i t d i d a l a m n y a , p i h a k y a n g t e r k a i t t e r s e b u t 

a d a l a h : I n d u s t r i F a r m a s i , P e d a g a n g B e s a r F a r m a s i ( P B F ) , A p o t i k d a n 

P e d a g a n g E c e r a n O b a t ( P E O ) . 

Konsumen Obat Genenk 

1. Pengertian Konsumen dan Konsumen Obat Bebas/generik 

P e n g e r t i a n k o n s u m e n y a n g d i b e r i k a n m a s y a r a k a t t e r s e b u t r e l e f a n 

d e n g a n i s t i l a h - i s t i l a h y a n g d i k e n a l s e c a r a y u r i d i s , k a r e n a d a l a m K U H 

P e r d a t a B u k u k e t i g a t e n t a n g p e r i k a t a n t e r h a d a p s u b y e k - s u b y e k h u k u m 

y a n g d i s e b u t s e b a g a i p e m b e l i , p e n y e w a , p e m i n j a m p a k a i d a n 

s e b a g a i n y a . D a l a m U n d a n g - U n d a n g N o . 3 6 T a h u n 2 0 0 9 t e n t a n g 

K e s e h a t a n , j u g a t i d a k m e m b e r i a t a u m e n g g u n a k a n i s t i l a h k o n s u m e n 

n a m u n y a n g d i g u n a k a n a d a l a h i s t i l a h m a s y a r a k a t . 

D a l a m P a s a l 1 b u t i r ( 2 ) U n d a n g - U n d a n g N o . 8 T a h u n 1 9 9 9 t e n t a n g 

P e r l i n d u n g a n K o n s u m e n , d i r u m u s k a n b a h w a " K o n s u m e n a d a l a h s e t i a p 

o r a n g p e m a k a i b a r a n g d a n / a t a u j a s a y a n g t e r s e d i a d a l a m m a s y a r a k a t , 

b a i k b a g i k e p e n t i n g a n d i r i s e n d i r i , k e l u a r g a , o r a n g l a i n m a u p u n m a h l u k 

h i d u p l a i n d a n t i d a k u n t u k d i p e r d a g a n g k a n " . 
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D a r i d e f l n i s i i s t i l a h k o n s u m e n d i a t a s a p a b i l a d i h u b u n g k a n 

d e n g a n i s t i l a h k o n s u m e n o b a t g e n e r i k , m a k a y a n g d i m a k s u d d e n g a n 

k o n s u m e n o b a t a d a l a h s e t i a p o r a n g y a n g m e m a k a i a t a u m e n g g u n a k a n 

l a n g s u n g o b a t - o b a t a n b e b a s p r o d u k i n d u s t r i f a r m a s i y a n g 

d i d a p a t k a n n y a s e c a r a s a h d e n g a n m e m b e l i , y a n g d i g u n a k a n u n t u k 

p e n y e m b u h a n a t a u p e m u l i h a n d a r i p e n y a k i t p a d a d i r i n y a s e n d i r i a t a u 

k e l u a r g a n y a d a n t i d a k u n t u k d i p e r d a g a n g k a n . 

2. Hak dan Kewajiban Konsumen Obat Generik 

S e t i a p o r a n g y a n g m e m i l i k i p r o d u k i n d u s t r i f a r m a s i b e r u p a 

o b a t g e n e r i k y a n g d i d a p a t k a n n y a s e c a r a s a h u n t u k m e m e n u h i 

k e b u t u h a n n y a d i s e b u t k o n s u m e n o b a t g e n e r i k d i s i n i m e r u p a k a n 

s u b y e k h u k u m y a n g m e m i l i k i h a k d a n k e w a j i b a n . 

D a l a m U n d a n g - U n d a n g N o . 8 T a h u n 1 9 9 9 T e n t a n g P e r l i n d u n g a n 

K o n s u m e n d i s e b u t k a n h a k - h a k d a r i k o n s u m e n y a i t u : 

a . H a k a t a s k e n y a m a n a n , k e a m a n a n d a n k e s e l a m a t a n d a n 
m e n g k o n s u m s i b a r a n g d a n / a t a u j a s a 

b . H a k u n t u k m e m i l i h b a r a n g d a n / a t a u j a s a s e r t a m e n d a p a t k a n 
b a r a n g d a n / a t a u j a s a t e r s e b u t s e s u a i d e n g a n n i l a i t u k a r d a n 
k o n d i s i s e r t a j a m i n a n y a n g d i j a n j i k a n . 

c. H a k a t a s i n f o r m a s i y a n g b e n a r , j e l a s d a n j u j u r m e n g e n a i k o n d i s i d a n 
j a m i n a n b a r a n g d a n / a t a u j a s a . 

d . H a k u n t u k d i d e n g a r p e n d a p a t d a n k e l u h a n n y a a t a s b a r a n g d a n / a t a u 
j a s a y a n g d i g u n a k a n 

e. H a k u n t u k m e n d a p a t k a n a d v o k a s i , p e r l i n d u n g a n d a n u p a y a 
p e n y e l e s a i a n s e n g k e t a p e r l i n d u n g a n k o n s u m e n s e c a r a p a t u t . 

f . H a k u n t u k m e n d a p a t p e m b i n a a n d a n p e n d i d i k a n k o n s u m e n 
g . H a k u n t u k d i p e r l a k u k a n a t a u d i l a y a n i s e c a r a b e n a r d a n j u j u r s e r t a t i d a k 

d i s k r i m i n a t i f 
h . H a k u n t u k m e n d a p a t k a n k o m p e n s a s i , g a n t i r u g i d a n / ' a t a u p e n g g a n t i a n . 

A p a b i l a b a r a n g d a n / a t a u j a s a y a n g d i t e r i m a t i d a k s e s u a i d e n g a n 
p e r j a n j i a n a t a u t i d a k s e b a g a i m a n a m e s t i n y a . 
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i . H a k - h a k y a n g d i a t u r d a l a m k e t e n t u a n p e r a t u r a n p e r u n d a n g - u n d a n g a n 
l a i n n y a . 

S e l a i n i t u d i d a l a m U n d a n g - U n d a n g N o . 8 T a h u n 1 9 9 9 , d i s e b u t k a n 

b a h w a k e w a j i b a n d a r i k o n s u m e n m e l i p u t i : 

a . M e m b a c a a t a u m e n g i k u t i p e t u n j u k i n f o r m a s i d a n p r o s e d u r p e m a k a i a n 
a t a u p e m a n f a a t a n b a r a n g d a n / a t a u j a s a , d e m i k e n y a m a n a n d a n 
k e s e l a m a t a n . 

b . B e r i t i k a d b a i k d a l a m m e l a k u k a n t r a n s a k s i p e m b e l i a n b a r a n g d a n / a t a u 
j a s a . 

c . M e m b a y a r s e s u a i d e n g a n n i l a i t u k a r y a n g d i s e p a k a t i 
d . M e n g i k u t i u p a y a p e n y e l e s a i a n h u k u m s e n g k e t a p e r l i n d u n g a n 

k o n s u m e n s e c a r a p a t u t . 



BAB I I I 

PEMBAHASAN 

A. Tanggung Jawab Pelaku Usaha Dalam Penjualan Obat Generik Menurut 

Undang-Undang Perlindungan Kosumen. 

S e b e l u m s a m p a i d i t a n g a n k o n s u m e n , o b a t g e n e r i k t e l a h m e l a l u i 

p r o d u k s i d a n d i s t r i b u s i y a n g p a l i n g s e d i k i t m e l i b a t k a n t i g a p i h a k , y a i t u 

i n d u s t r i f a n n a s i s e b a g a i p r o d u s e n , P e d a g a n g B e s a r F a r m a s i ( y a n g 

s e l a n j u t n y a d i s i n g k a t d e n g a n P B F ) d a n a p o t i k a t a u p e d a g a n g e c e r a n o b a t 

( y a n g s e l a n j u t n y a d i s i n g k a t P E O ) . O b a t g e n e r i k t e r s e b u t b e r p i n d a h d a r i 

p i h a k k e p i h a k y a n g l a i n m e l a l u i s u a t u p e r j a n j i a n j u a l b e l i . B e r d a s a r k a n 

P a s a l 1 4 5 9 K U H P e r d a t a d a l a m p e r j a n j i a n j u a l b e l i p e n y e r a h a n a t a s 

s u a t u b a d a n m e m p u n y a i a k i b a t b e r p i n d a h n y a h a k a t a s b a r a n g , d e n g a n 

d e m i k i a n o b a t g e n e r i k y a n g t e l a h d i s e r a h k a n o l e h p i h a k p r o d u s e n 

k e p a d a P B F d a n s e l a n j u t n y a d a r i P B F k e p a d a a p o t i k a t a u P E O m e n j a d i 

d a n d a l a m k e k u a s a a n d a n k e p u n y a a n p i h a k y a n g m e n e r i m a p e n y e r a h a n , 

d e n g a n t e l a h t e r j a d i n y a p e n y e r a h a n , p e r j a n j i a n j u a l b e l i o b a t g e n e r i k 

a n t a r a p r o d u s e n d e n g a n P B F , a p o t i k a t a u P E O t e l a h d i a n g g a p s e l e s a i . 

N a m u n w a l a u t e l a h t e r j a d i p e r p i n d a h a n p e n g u a s a a n a t a s o b a t 

g e n e r i k t e r s e b u t i n d u s t r i f a r m a s i s e l a k u p r o d u s e n t e t a p m e m i l i k i 

t a n g g u n g j a w a b t e r h a d a p o b a t g e n e r i k y a n g d i p r o d u k s i n y a . D a l a m h a l 

i n i p r o d u s e n w a j i b m e n j a m i n k w a l i t a s d a n k e a m a n a n o b a t g e n e r i k t e r u s 

2 8 
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b e r l a n g s u n g s a m p a i b a t a s E z p i r e ( k a d a l u a r s a ) p e n g g u n a a n - o b a t a t a u o b a t 

t e r s e b u t t e l a h r u s a k . 

S e l a n j u t n y a a p a b i l a s u a t u o b a t g e n e r i k t e r l a h s a m p a i p a d a m a s a 

k a d a J u a r s a n y a m a k a t a n g g i m g j a w a b p r o d u s e n t e r h a d a p o b a t g e n e r i k 

y a n g t e l a h d i p r o d u k s i n y a t e r s e b u t a d a l a h m e n a r i k p e r e d a r a n o b a t - o b a t a n 

t e r s e b u t , p e n a r i k a n i n i d i l a k u k a n d e n g a n c a r a p i h a k P B F , a p o t i k a t a u 

t o k o o b a t m e m b e l i d a r i P B F m a k a m e r e k a m e n g e m b a l i k a n o b a t t e r s e b u t 

k e p a d a P B F s e l a n j u t n y a P B F m e n g e m b a l i k a n o b a t - o b a t t e r s e b u t k e p a d a 

p r o d u s e n , d a n k e m u d i a n o b a t t e r s e b u t d i m u s n a k a n . P e m u s n a h a n o b a t 

y a n g t e l a h k a d a l u a r s a d a p a t d i l a k u k a n o l e h P B F a t a u p r o d u s e n y a n g 

m a n a d a l a m p e l a k s a n a a n p e m u s n a h a n n y a h a r u s d i s a k s i k a n o l e h p e t u g a s 

d a r i B a d a n O b a t d a n M a k a n a n ( Y a n g s e l a n j u t n y a d i s i n g k a t B P O M ) . 

N a m u n d a l a m p r a k t e k n y a b i a s a n y a p i h a k a p o t i k m e l a k u k a n 

p e m u s n a h a n s e n d i r i t e r h a d a p o b a t b e b a s y a n g t e l a h k a d a l u a r s a t a n p a 

m e n g e m b a l i k a n n y a k e p a d a p r o d u s e n a t a u P B F , k a r e n a h a l i n i m e r u p a k a n 

k e w a j i b a n d a r i p i h a k a p o t i k , s e b a g a i m a n a t e l a h d i a t u r d a l a m K e p u t u s a n 

M e n t e r i K e s e h a t a n R I N o . I 3 3 2 / M e n . K e s / S K / L ' 2 0 1 2 , t e n t a n g K e t e n t u a n 

d a n T a t a C a r a P e m b e r i a n I z i n A p o t i k , P a s a l 1 2 A y a t ( 2 ) y a n g b e r b u n y i : 

" O b a t d a n P e r b e k a l a n f a r m a s i l a i n n y a y a n g k a r e n a s e s u a U i h a l t i d a k 

d a p a t d i g u n a k a n l a g i a t a u d i l a r a n g d i g u n a k a n , h a r u s d i m u s n a k a n d e n g a n 

c a r a d i b a k a r a t a u d i t a n a m a t a u d e n g a n c a r a l a i n y a n g d i t e t a p k a n m e n t e r i 

k e s e h a t a n " , P e l a k s a n a a n p e m u s n a h a n i n i d i l a k u k a n o l e h p e n g e l o l a h 
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a p o t i k d i s a k s i k a n p e t u g a s - d a r i B P O M d a n w a j i b d i b u a t b e r i t a a c a r a 

p e m u s n a h a n . 

O b a t - o b a t k e r a s y a n g t e l a h k a d a l u a r s a d a n d i k e m b a l i k a n k e 

a p o t i k a t a u P E O d a n P B F k e p a d a p r o d u s e n , m a k a p r o d u s e n b e r t a n g g u n g 

j a w a b u n t u k m e n g g a n t i o b a t - o b a t k a d a l u a r s a t e r s e b u t d e n g a n p e r s e d i a a n 

o b a t y a n g b a r u . T a n g g u n g j a w a b p r o d u s e n u n t u k m e n g g a n t i o b a t y a n g 

k a d a l u a r s a d e n g a n o b a t y a n g b a r u d a l a m p r a k t e k b i a s a n y a t i d a k 

d i m a s u k a n a t a u d i s e b u t d a l a m s u a t u p e r j a n j i a n j u a l b e l i k a r e n a k e t e n t u a n 

i n i t e l a h d i j a d i k a n s e m a c a m k e b i a s a a n a t a u p e r j a n j i a n t i d a k t e r t u l i s 

a n t a r a p r o d u s e n o b a t , P B F , A p o t i k a t a u P E O . 

D a r i u r a i a n d i a t a s , p a d a p o k o k n y a t a n g g u n g j a w a b p r o d u s e n 

t e r h a d a p o b a t b e b a s y a n g t e l a h d i s e r a h k a n k e p a d a p i h a k d i s t r i b u t o r d a n 

t e l a h d i e d a r k a n , d i p a s a r k a n a d a l a h m e n j a m i n k w a l i t a s d a n k e a m a n a n 

o b a t y a n g d i p r o d u k s i n y a s e l a m a d i p a s a r a n , d a n a p a b i l a o b a t t e l a h 

m e n c a p a i b a t a s k a d a l u a r s a m a k a p r o d u s e n h a r u s m e n a r i k d a n 

m e m u s n a k a n o b a t t e r s e b u t d a n m e m b e r i k a n p e n g g a n t i a n k e p a d a 

d i s t r i b u t o r y a n g m e n u k a r o b a t y a n g t e l a h k a d a l u a r s a . 

S e l a i n h a l t e r s e b u t b e r d a s a r k a n k e t e n t u a n P a s a l 3 9 U n d a n g -

U n d a n g N o . 3 6 T a h u n 2 0 0 9 t e n t a n g K e s e h a t a n d i n y a t a k a n b a h w a 

" P e n g a m a n s e d i a a n f a r m a s i d a n a l a t k e s e h a t a n d i s e l e n g g a r a k a n u n t u k 

m e l i n d u n g i m a s y a r a k a t d a r i b a h a y a n y a y a n g d i s e b a b k a n p e n g g u n a a n 

s e d i a a n f a r m a s i d a n a l a t k e s e h a t a n y a n g t i d a k m e m e n u h i p e r s y a r a t a n 

m u t u , k e a m a n a n d a n k e m a n f a a t a n " . K e m u d i a n d a l a m p e n j e l a s a n n y a 
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^ d i n y a t a k a n b a h w a " p e n g a m a n a n s e d i a f a n n a s i d a n a l a t k e s e h a t a n 

d i l a k u k a n s e j a k m u l a i p r o d u k s i n y a , p e r e d a r a n s a m p a i p e n g g u n a a n a g a r 

t i d a k m e m b a h a y a k a n m a s y a r a k a t " . 

D e n g a n k e t e n t u a n i n i m a k a p r o d u s e n s e b a g a i p i h a k y a n g 

m e n g a n d a k a n s e d i a f a r m a s i d i w a j i b k a n u n t u k m e l a k u k a n p e n g a m a n a n 

t e r h a d a p s e d i a a n f a r m a s i d a n s a l a h s a t u u p a y a t e r s e b u t a d a l a h m e n g g a n t i 

o b a t g e n e r i k y a n g t e l a h k a d a l u a r s a y a n g b e r e d a r d i p a s a r a n d e n g a n o b a t 

b a r u y a n g b e r m u t u b a i k d a l a m r a n g k a m e l i n d u n g i m a s y a r a k a t d a r i 

b a h a y a y a n g d a p a t t i m b u l d a r i p e n g g u n a a n o b a t - o b a t y a n g t e l a h 

k a d a l u a r s a t e r s e b u t . S e l a i n i t u , U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n 

d a l a m K e t e n t u a n P a s a l 8 A y a t ( 3 ) m e l a r a n g p r o d u s e n m e m p e r d a g a n g k a n 

s e d i a f a r m a s i y a n g r u s a k , c a c a t , b e k a s , d a n t e r c e m a r , a p a b i l a i n i 

d i l a n g g a r m a k a m e n u r u t k e t e n t u a n P a s a l 6 2 P i h a k p r o d u s e n d a p a t 

d i p i d a n a p e n j a r a a t a u p i d a n a d e n d a . 

B i a s a n y a p e n g e m b a l i a n d a n p e n u k a r a n a t a u p e n g g a n t i a n o b a t 

b e b a s i n i d i l a k u k a n o l e h p a r a p i h a k d a l a m j a n g k a w a k t u t i g a b u l a n 

s e b e l u m E x p i y e d . N a m u n k e t e n t u a n m e n g e n a i p e n g a m b i l a n d a n 

p e n g g a n t i a n o b a t y a n g t e l a h k a d a l u a r s a i n i , t i d a k d i b e r i a k u k a n u n t u k 

s e m u a j e n i s o b a t , m e n u m t U n d a n g - U n d a n g R u m a h S a k i t N o . 4 4 T a h u n 

2 0 0 9 t e r d a p a t o b a t - o b a t y a n g m a s a k a d a l u a r s a n y a p e n d e k m a k a t i d a k 

d a p a t d i t u k a r a t a u d i m i n t a k a n p e n g g a n t i a n k e p a d a p r o d u s e n , d a n p i h a k 

d i s t r i b u t o r ( B P F , A p o t i k , P E O ) h a m s m e n a n g g u n g s e n d i r i r e s i k o d a n 
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k e r u g i a n m e r e k a d a n m e r e k a h a r u s m e m u s n a k a n s e n d i r i o b a t - o b a t 

t e r s e b u t . 

D a r i u r a i a n d i a t a s , p a d a p o k o k n y a t a n g g u n g j a w a b p r o d u s e n 

t e r h a d a p o b a t b e b a s y a n g t e l a h d i s e r a h k a n k e p a d a p i h a k d i s t r i b u t o r d a n 

t e l a h d i e d a r k a n , d i p a s a r k a n a d a l a h m e n j a m i n k w a l i t a s d a n k e a m a n a n 

o b a t y a n g d i p r o d u k s i n y a s e l a m a d i p a s a r a n , d a n a p a b i l a o b a t t e l a h 

m e n c a p a i b a t a s k a d a l u a r s a m a k a p r o d u s e n h a r u s m e n a r i k d a n 

m e m u s n a k a n o b a t t e r s e b u t d a n m e m b e r i k a n p e n g g a n t i a n k e p a d a 

d i s t r i b u t o r y a n g m e n u k a r k a n o b a t y a n g t e l a h k a d a l u a r s a . 

. Pemberian Ganti Rugi Oleh Produsen Obat Generik Kepada 

Konsumen Yang Menderita Kerugian Akibat Menggunakan Obat 

Generik 

D a l a m h a l i n i t e r j a d i k e r u g i a n a k i b a t p e n g g i m a a n s u a t u o b a t 

g e n e r i k , k o n s u m e n t e n t u b e r h a r a p a d a n y a p i h a k y a n g b e r t a n g g u n g j a w a b 

a t a s k e r u g i a n t e r s e b u t , y a n g d i h a r a p k a n d a p a t m e n u t u p a t a u m e m b e r i k a n 

g a n t i r u g i a t a u p a l i n g t i d a k t e r h a d a p p i h a k y a n g d a p a t d i t u n t u t u n t u k 

m e m b e r i k a n g a n t i r u g i . 

B e r b i c a r a m e n g e n a i t u n t u t a n g a n t i r u g i s e c a r a p e r d a t a m a k a y a n g 

m e n j a d i d a s a r t u n t u t a n a d a l a h P a s a l 1 3 6 5 K U H P e r d a t a y a n g m a n a p a s a l 

i n i m e n e n t u k a n b a h w a " t i a p p e r b u a t a n y a n g m e l a n g g a r h u k u m d a n 

m e m b e r i k a n k e r u g i a n k e p a d a o r a n g l a i n , m e w a j i b a k a n o r a n g y a n g 
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m e n i m b u l k a n k e r u g i a n i t u k a r e n a k e s a l a h a n n y a u n t u k m e n g g a n t i k a n 

k e r u g i a n t e r s e b u t " . 

S y a r a t - s y a r a t u n t u k t u n t u t a n a t a u g u g a t a i i b e r d a s a r k a n p e r b u a t a n 

m e l a n g g a r h u k u m a d a l a h : 

1 . H a r u s a d a p e r b u a t a n 

2 . Y a n g m e l a w a n h u k u m 

3 . H a r u s a d a k e s a l a h a n 

4 . H a r u s a d a h u b i m g a n s e b a b d a n a k i b a t a n t a r a p e r b u a t a n d a n k e r u g i a n 

5 . H a r u s a d a k e r u g i a n 

B e r d a s a r k a n P a s a l 1 3 6 5 K U H P e r d a t a t e r s e b u t o r a n g d a p a t 

m e n u n t u t p e l a k u p e r b u a t a n m e l a n g g a r h u k u m d e n g a n b e r b a g a i m a c a m 

y a i t u ; 

1 . P e n g g a n t i a n k e r u g i a n d a l a m b e n t u k u a n g 

2 . P e r b a i k a n d a l a m b e n t u k s e m u l a 

3 . L a r a n g a n u n t u k m e l a k u k a n t i n d a k a n m e l a w a n h u k u m d i k e m u d i a n h a r i 

4 . S u a t u p r e s t a s i , t i d a k t e r d i r i d a r i u a n g , y a n g d a p a t m e n g h a p u s k a n k e r u g i a n 

5 . P e n e t a p a n h a k i m b a h w a t i n d a k a n n y a a d a l a h m e l a n g g a r h u k u m . 

D a l a m p e r i s t l w a s e o r a n g k o n s u m e n m e n d e r i t a k e r u g i a n a k i b a t 

m e n g g u n a k a n o b a t g e n e r i k h a s i l p r o d u k s i s u a t u i n d u s t r i f a r m a s i ( p r o d u s e n ) , 

m a k a u n t u k m e m b u k t i k a n b a h w a p r o d u s e n b e r t a n g g u n g j a w a b a t a s 

k e r u g i a n d a n t e l a h m e l a k u k a n p e l a n g g a r a n h u k u m b u k a n l a h p e k e r j a a n 

m u d a h d a n s e d e r h a n a . 

Puwahid Patrik, 2003, D a s a r - D a s a r H u k u m P e r i k a t a n , CV.Mandar Maju, Bandung, 
h. 78 

Ibid,h. 209 
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K e r u g i a n / c e d e r a / l u k a y a n g t i m b u l a k i b a t d a r i p e m a k a i a n o b a t 

g e n e r i k i t u l a h y a n g d a p a t d i k a t e g o r i k a n s e b a g a i p e r b u a t a n m e l a n g g a r 

h u k u m d a r i p r o d u s e n . 

M e n g e n a i p e r b u a t a n m e l a n g g a r h u k u m s e n d i r i , m u l a i - m u l a h a n y a 
t e r h a d a p p e r b u a t a n y a n g m e l a n g g a r u n d a n g - u n d a n g a t a u s e s u a t u h a k o r a n g 
I a i n s a j a , p a d a t a h u n 1 9 1 9 H o g e R e a d m e n y a t a k a n b a h w a p e r b u a t a n 
m e l a n g g a r h u k u m t i d a k s a j a u n t u k p e r b u a t a n y a n g m e l a n g g a r h a k o r a n g 
I a i n , t e t a p i j u g a p e r b u a t a n y a n g m e l a w a n d e n g a n k e p a t u t a n y a n g h a r u s 
d i i n d a h k a n d a l a m p e r g a u l a n m a s y a r a k a t t e r h a d a p p r i b a d i a t a u b e n d a 
o r a n g l a i n . ' ^ ^ 

K e r u g i a n y a n g d i d e r i t a k o n s u m e n o b a t g e n e r i k a k i b a t p e r b u a t a n 

m e l a n g g a r h u k u m y a n g d i l a k u k a n o l e h p r o d u s e n d a p a t b e r u p a k e r u g i a n y a n g 

m e m b a h a y a k a n j i w a a t a u t u b u h y a n g d i s e b a b k a n : 

1 . P r o s e s p r o d u k s i o b a t y a n g t i d a k m e m e n u h i C a r a P r o d u k s i O b a t y a n g 

b a i k ( C P O B ) 

2 . A d a n y a e f e k s a m p i n g o b a t y a n g m e m b a h a y a k a n 

3 . B a t a s k a d a l u a r s a , i n d i k a s i , k o n t r a i n d i k a s i , a t u r a n p a k a i d a n t a n d a 

p e r i n g a t a n y a n g t i d a k j e l a s . 

P r o s e s p r o d u k s i o b a t y a n g t i d a k m e n g i k u t i k e t e n t u a n m e n j a d i o b a t 

y a n g d i p r o d u k s i t i d a k m e m e n u h i s y a r a t d a n d a p a t m e m b a h a y a k a n 

p e m a k a i a n n y a . H a l t e r s e b u t t e r j a d i k a r e n a : 

1 . P i h a k p a b r i k t i d a k j u j u r d a l a m m e n g i k u t i C P O B y a n g t e l a h d i t e t a p k a n 
D i r j e n P O M 

2 . B a h a n b a k u y a n g d i g u n a k a n u n t u k m e m b u a t o b a t t e r s e b u t s u d a h d i s i m p a n 
t e r l a l u l a m a s e h i n g g a k u a l i t a s n y a m e n u r u n 

3 . P a b r i k y a n g t i d a k m e l a k u k a n p e m e r i k s a a n u l a n g t e r h a d a p b a h a n b a k u 
y a n g t e l a h d i s i m p a n d a l a m j a n g k a w a k t u t e r t e n t u . 

R.Subekti, 1994, Pokok-Pokok Hukum P e r d a t a , PT.lntemusa, Jakarta, h. 133 
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4 . P e n i m b a n g a n d a n p e n g u k u r a n y a n g k u r a n g t e l i t i d a n t i d a k c e r m a t 
s e h i n g g a k a n d u n g a n o b a t t i d a k s e b a g a i m a n a m e s t i n y a . ' * * 

N a m u n m e n u r u t U n d a n g - U n d a n g R I N o . 4 4 T a h u n 2 0 0 9 T e n t a n g 

R u m a h S a k i t , s a a t i n i t e r u t a m a p a d a o b a t b e b a s d a l a m p r o s e s p r o d u k s i n y a , 

s e m u a p r o d u s e n d i I n d o n e s i a s u d a h s a n g a t b a i k d a n t e l a h m e n g i k u t i C P O B 

d a n j u g a t e l a h m e m e n u h i s t a n d a r c a r a p r o d u k s i o b a t i n t e m a s i o n a l , s e h i n g g a 

k e m u n g k i n a n a d a n y a t e r j a d i n y a k e s a l a h a n d a l a m p r o d u k s i o b a t g e n e r i k s a n g a t 

k e c i l t e r j a d i , n a m u n d e m i k i a n k a r e n a p r o d u s e n o b a t a d a l a h t e r d i r i d a r i 

m a n u s i a b i a s a m a k a a d a n y a k e l a i n a n d a l a m p r o s e s p r o d u k s i m e r u p a k a n h a l 

y a n g b i a s a t e r j a d i . 

P i h a k k o n s u m e n y a n g m e n d a p a t k e r u g i a n a k i b a t p e n g g u n a a n o b a t 

g e n e r i k d a p a t m e n u n t u t g a n t i r u g i t e r h a d a p p r o d u s e n d e n g a n b e r d a s a r k a n 

P a s a l 1 3 6 5 K U H P e r d a t a , s e l a i n i t u P a s a l 1 3 6 6 K U H P e r d a t a y a n g 

m e n e n t u k a n b a h w a " s e t i a p o r a n g b e r t a n g g u n g j a w a b , b u k a n h a n y a a t a s 

k e r u g i a n y a n g d i s e b a b k a n k e l a l a i a n t a u k e s e m b r o n o a n n y a " , j u g a d a p a t 

d i j a d i k a n d a s a r t u n t u t a n . B e g i t u j u g a d e n g a n P a s a l 1 3 6 7 A y a t ( 1 ) K U H 

P e r d a t a d e n g a n m e n e n t u k a n t e n t a n g t a n g g u n g j a w a b a t a s s e b a g a i b e r i k u t " 

" s e s e o r a n g t i d a k h a n y a b e r t a n g g u n g j a w a b a t a s k e r u g i a n y a n g d i s e b a b k a n 

p e r b u a t a n n y a s e n d i r i , m e l a i n k a n j u g a a t a s k e m g i a n y a n g d i s e b a b k a n 

p e r b u a t a n - p e r b u a t a n o r a n g - o r a n g y a n g m e n j a d i t a n g g u n g a n n y a a t a u 

d i s e b a b k a n b a r a n g - b a m a g y a n g b e r a d a d i b a w a h p e n g a w a s a n n y a " . 

Ibid, h. 98 
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U n t u k d a p a t m e n u n t u t p i h a k p r o d u s e n b e r d a s a r k a n P a s a l 1 3 6 5 , 1 3 6 7 

K U H P e r d a t a p e r l u d i p e r h a t i k a n p e r i s t i w a - p e r i s t i w a s e b a g a i b e r i k u t : 

1 . B a h w a s u a t u p r o d u k i t u m e m m b u l k a n k e r u g i a n 
2 . B a h w a s u a t u p r o d u k i t u c a c a t d a n b e r b a h a y a a t a u t i d a k c a c a t t e t a p i c u k u p 

b e r b a h a y a u n t u k d i p a k a i s e c a r a n o r m a l . 
3 . B a h w a b a h a y a i t u s u d a h a d a s e j a k p r o d u k i t u d i s e r a h k a n 
4 . B a h w a k e r u g i a n i t u t e r j a d i o l e h b a h a y a y a n g t e l a h d i s e b u t k a n 
5 . B a h w a b a h a y a i t u t i d a k d a p a t d i k e t a h u i l e b i h d u l u 
6 . B a h w a p r o d u k i t u d i p a k a i s e c a r a n o r m a l s e s u a i d e n g a n t u j u a n n y a . ' ^ * 

S e l a n j u t n y a k e t i g a P a s a l t e r s e b u t , d a l a m p e n e r a p a n n y a d i s e s u a i k a n 

d e n g a n p e r b u a t a n m e l a n g g a r h u k u m y a n g d i l a k u k a n p r o d u s e n . P a d a k e r u g i a n 

y a n g d i s e b a b k a n o l e h k e l a l a i a n p r o d u s e n d a l a m m e m p r o d u k s i o b a t t i d a k 

s e p e n u h n y a s e s u a i d e n g a n C P O B , h a l i n i b e r a r t i p r o d u s e n o b a t g e n e r i k t i d a k 

s e p e n u h n y a s e s u a i d e n g a n C P O B , h a l i n i b e r a r t i p r o d u s e n t e l a h l a l a i t e r h a d a p 

s a l a h s a t u k e w a j i b a n n y a y a n g m e r u p a k a n s y a r a t u n t u k m e n d i r i k a n i n d u s t r i 

f a r m a s i y a i t u d a l a m p r o s e s p r o d u k s i h a r u s m e m e n u h i s t a n d a r C P O B y a n g 

t e l a h d i t e t a p k a n p e m e r i n t a h . O l e h k a r e n a i t u a p a b i l a C P O B t e r s e b u t t i d a k 

d i p e n u h i d a n m e n g a k i b a t k a n k o n s u m e n y a n g m e n g g u n a k a n o b a t g e n e r i k 

t e r s e b u t m e n d e r i t a k e r u g i a n y a n g m e m b a h a y a k a n j i w a n y a , m e n y e b a b k a n o b a t 

g e n e r i k t e r s e b u t t i d a k b e r d a y a k e r j a s e b a g a i m a n a m e s t i n y a a t a u k o n s u m e n 

t i d a k m e n d a p a t m a n f a a t s a m a s e k a l i , m a k a P a s a l 1 3 6 5 K U H P e r d a t a d a p a t 

d i j a d i k a n d a s a r t u n t u t a n u n t u k m e m p e r o l e h h a k g a n t i r u g i b a g i k o n s u m e n d a r i 

p i h a k p r o d u s e n . S e l a n j u t n y a a p a b i l a t e m y a t a C P O B t e r s e b u t t i d a k t e r p e n u h i 

a k i b a t k e l a l a i a n p e k e r j a y a n g m e n a n g a n i p r o s e s p r o d u k s i o b a t d i p a b r i k o b a t , 

1 9 ) Puwahid Patrik, 2003, D a s a r - D a s a r Hukum P e r i k a t a n , CV.Mandar Maju, Bandung, 
h. 86 
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m a k a p r o d u s e n d a p a t d i t u n t u t u n t u k m e n g g a n t i r u g i b e r d a s a r k a n P a s a l 1 3 6 6 

d a n 1 3 6 7 K U H P e r d a t a . 

U n t u k k e r u g i a n k o n s u m e n y a n g d i s e b a b k a n o l e h e f e k s a m p i n g o b a t , 

s e p e r t i t e l a h d i k e m u k a k a n b a h w a e f e k s a m p i n g s u d a h m e r u p a k a n r e s i k o 

t e r h a d a p p e n g g u n a a n o b a t , a k a n t e t a p i a p a b i l a t e m y a t a d i k e m u d i a n h a r i 

d i r a s a k a n a t a u d i k e t a h u i o b a t g e n e r i k y a n g t e l a h d i k o n s u m s i b e r b a h a y a b a g i 

k e s e h a t a n m a n u s i a , m a s i h b e r d a s a r k a n P a s a l 1 3 6 5 d a n 1 3 6 6 K U H P e r d a t a , 

K o n s u m e n d a p a t m e n g a j u k a n t u n t u t a n g a n t i r u g i . S e l a i n i t u t u n t u t a n i n i 

d i d a s a r k a n p u l a p a d a k e w a j i b a n p r o d u s e n u n t u k m e n j a g a k u a l i t a s d a n 

k e a m a n a n o b a t g e n e r i k y a n g d i p a s a r k a n . 

D e m i k i a n j u g a m e n g e n a i k a d a l u a r s a , t i d a k s e m u a o b a t b e b a s 

d i c a n t u m k a n t a n g g a l k a d a l u a r s a k a r e n a p a d a d a s a m y a s e m u a o b a t g e n e r i k 

s e b e l u m d i p r o d u k s i t e l a h m e l a l u i r i s e t t e r h a d a p a p a y a n g d a p a t t i m b u l p a d a 

o b a t t e r s e b u t d a l a m j a n g k a w a k t u t e r t e n t u d a n o l e h k a r e n a i t u d a l a m j a n g k a 

w a k t u y a n g t i d a k t e r l a l u j a u h j a r a k n y a d a r i k a d a l u a r s a , s u a t u o b a t b e b a s y a n g 

t e l a h k a d a l u a r s a s e b e n a m y a m a s i h d a p a t d i g u n a k a n d a n e f e k s a m p i n g n y a 

d a p a t d i a b a i k a n . 

N a m u n d e m i k i a n a p a b i l a t e m y a t a k a r e n a t i d a k d i c a n t u m k a n b a t a s 

k a d a l u a r s a t e r s e b u t s e s e o r a n g k o n s u m e n m e n g a l a m i k e m g i a n m a k a p r o d u s e n 

d a p a t d i g u g a t b e r d a s a r k a n P a s a l 1 3 6 5 , 1 3 6 6 , 1 3 6 7 K U H P e r d a t a u n t u k 

b e r t a n g g u n g j a w a b a t a s k e m g i a n y a n g d i d e r i t a k o n s u m e n , k a r e n a d a l a m P a s a l 

8 h u m f g U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n , p r o d u s e n d i l a r a n g u n t u k 
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t i d a k m e n c a n t u m k a n t a n g g a l k a d a l u a r s a a t a u j a n g k a w a k t u p e n g g u n a a n y a n g 

p a l i n g b a i k a t a s b a r a n g . 

S e p e r t i t e l a h d i k e m u k a k a n s e b e l u m n y a b a h w a d a l a m m e n g a j u k a n 

t u n t u t a n p e r d a t a t e r h a d a p p i h a k I a i n m a k a p i h a k y a n g m e n g a j u k a n t u n t u t a n 

h a r u s m e m b u k t i k a n k e s a l a h a n p i h a k y a n g d i t u n t u t , b a g i p i h a k k o n s u m e n y a n g 

m e n d e r i t a k e r u g i a n a k i b a t o b a t g e n e r i k d a n m e n u n t u t g a n t i r u g i t e r h a d a p 

p r o d u s e n o b a t g e n e r i k , h a l i n i t e n t u l a h s a n g a t s u l i t , b a g a i m a n a m u n g k i n 

s e o r a n g k o n s u m e n a w a m d a p a t m e n g e t a h u i d a r i b a h a n a p a o b a t i t u d i b u a t , 

b a g a i m a n a p r o s e s p e m b u a t a n n y a a t a u p e n d i s t r i b u s i a n n y a d a n s e t e r u s n y a . 

K e r u g i a n y a n g d i d e r i t a s e s e o r a n g m e m a k a i p r o d u k y a n g t e m y a t a 

c a c a t a t a u m e m b a h a y a k a n , m e r u p a k a n t a n g g u n g j a w a b m u t l a k d a r i p r o d u s e n 

a t a u m e r e k a y a n g d i p e r s a m a k a n d e n g a n n y a , t a n p a k e s a l a h a n . D e n g a n 

m e n e r a p k a n t a n g g u n g j a w a b p r o d u k i n i , m a k a p i h a k p r o d u s e n o b a t g e n e r i k 

a t a u y a n g d i p e r s e m b a h k a n d a l a m h a l i n i P B F , a p o t i k a t a u P E O , d i a n g g a p 

b e r s a l a h a t a s t e r j a d i n y a k e m g i a n p a d a p e m a k a i a n o b a t g e n e r i k i t u . 

D a l a m U n d a n g - U n d a n g N o . 8 T a h u n 1 9 9 9 T e n t a n g P e r l i n d u n g a n 

K o n s u m e n , d i b e r i a k u k a n p u l a m e n g e n a i t a n g g u n g j a w a b p r o d u k . H a l i n i 

t e r d a p a t p a d a k e t e n t u a n P a s a l 1 9 A y a t ( 1 ) y a n g b e r b u n y i : " p e l a k u u s a h a 

b e r t a n g g u n g j a w a b m e m b e r i k a n g a n t i r u g i a t a s k e r u s a k a n . P e n c e m a r a n 

d a n / a t a u k e r u g i a n k o n s u m e n a k i b a t m e n g k o n s u m s i b a r a n g d a n / a t a u j a s a y a n g 

d i h a s i l k a n a t a u d i p e r d a g a n g k a n " . P a d a A y a t ( 2 ) b e n t u k - b e n t u k g a n t i m g i y a n g 

d a p a t d i b e r i k a n k e p a d a k o n s u m e n a d a l a h g a n t i m g i b e r u p a p e n g e m b a l i a n 
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u a n g p e m b e l i a n , p e n g g a n t i a n p r o d u k , p e r a w a t a n k e s e h a t a n d a n p e m b e r i a n 

s a n t u n a n . 

N a m u n t i d a k s e l a m a n y a p i h a k p r o d u s e n d i a n g g a p b e r t a n g g u n g j a w a b 

a t a s k e r u g i a n k o n s u m e n a r t i n y a t a n g g u n g j a w a b p r o d u k t i d a k d a p a t 

d i b e r i a k u k a n u n t u k s e g a l a k e r u g i a n y a n g m e n i m p a k o n s u m e n , h a l i n i t i d a k 

d i t e n t u k a n d a l a m P a s a l 2 7 U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n y a i t u 

a p a b i l a k e r u g i a n y a n g d i d e r i t a k o n s u m e n a k i b a t k e l a l a i a n k o n s u m e n s e n d i r i , 

m a k a p i h a k p r o d u s e n d a p a t t e r h i n d a r i d a r i t u n t u t a n g a n t i r u g i . 

D a l a m h a l k e r u g i a n m e n i m p a k o n s u m e n a k i b a t m e n g g u n a k a n o b a t 

g e n e r i k k e b a n y a k a n a k i b a t k e l a l a i a n d a r i k o n s u m e n i t u s e n d i r i , k a r e n a 

u m u m n y a o b a t g e n e r i k t e r s e b u t d i b u a t d e n g a n s t a n d a r C P O B d a n s e b e l u m 

d i e d a r k a n t e l a h d i l a k u k a n riset m e n g e n a i e f e k s a m p i n g s e r t a a k i b a t - a k i b a t d a r i 

p e n g g u n a a n o b a t t e r s e b u t , s e l a i n i t u p a d a o b a t g e n e r i k s e l a l u d i c a n t u m k a n 

c a r a a t u r a n p a k a i k a r e n a i n i m e r u p a k a n s a l a h s a t u s y a r a t d a r i o b a t g e n e r i k d a n 

o b a t g e n e r i k p a d a p r i n s i p n y a b e r a r t i b e b a s d i k o n s u m s i n a m u n m e m a t u h i 

a t u r a n p a k a i y a n g t e r d a p a t p a d a e t i k e t / k e m a s a n , j a d i o b a t g e n e r i k t i d a k 

b e r b a h a y a s e p a n j a n g d i g u n a k a n s e s u a i a t u r a n . 

S e l a i n i t u o b a t g e n e r i k a d a l a h t e r m a s u k o b a t y a n g d a p a t d i p e r g u n a k a n 

t a n p a r e s e p , a r t i n y a k a r e n a d a p a t d i b e l i t a n p a r e s e p a t a u t a n p a p e t u n j u k d o k t e r 

m a k a d a p a t d i k a t a k a n t a n g g u n g j a w a b s e p e n u h n y a d a r i p e n g g u n a o b a t g e n e r i k 

a d a p a d a k o n s u m e n , u n t u k i t u k o n s u m e n h a r u s m e m a t u h i a t u r a n p a k a i y a n g 

t e l a h d i t e t a p k a n p a d a k e m a s a n o b a t . 
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P e n g a d u a n t e r h a d a p k e r u g i a n a t a s o b a t g e n e r i k y a n g d i k o n s u m s i o l e h 

k o n s u m e n s u d a h j a r a n g t e r j a d i . W a l a u p u n a d a , k e s a l a h a n n y a b i a s a n y a t i d a k 

p a d a p r o d u s e n m e l a i n k a n k o n s u m e n l a h y a n g l a l i d a l a m m e n g g u n a k a n o b a t 

g e n e r i k t e r sebu t . ^ ' ' * 

U n t u k m e n d a p a t k a n g a n t i r u g i t e n t u s a j a p i h a k k o n s u m e n o b a t g e n e r i k 

y a n g m e n d e r i t a k a r u g i a n h a r u s m e n g a j u k a n g u g a t a n k e p a d a p r o d u u s e n o b a t 

g e n e r i k , d a l a m U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n P a s a l 4 5 A y a t (1) 

d i n y a t a k a n b a h w a " s e t i a p k o n s u m e n y a n g d i r u g i k a n d a p a t m e n g g u g a t p e l a k u 

u s a h a m e l a l u i l e m b a g a y a n g b e r t u g a s m e n y e l e s a i k a n s e n g k e t a a n t a r a 

k o n s u m e n d a n p e l a k u u s a h a a t a u m a l a l u i p e r a d i l a n y a n g b e r a d a d i l i n g k u n g a n 

p e r a d i l a n u m u m " . 

B e r d a s a r k a n k e t e n t u a n P a s a l 1 9 a y a t ( 5 ) U n d a n g - U n d a n g P e r l i n d u n g a n 

K o n s u m e n , a p a b i l a p r o d u s e n d a p a t m e m b u k t i k a n b a h w a k e s a l a h a n y a n g 

m e n y e b a b k a n t i m b u l n y a k e r u g i a n p a d a k o n s u m e n m e r u p a k a n k e s a l a h a n 

k o n s u m e n s e n d i r i m a k a p i h a k p r o d u s e n t i d a k b e r t a n g g i m g j a w a b u n t u k 

m e m b e r i k a n g a n t i r u g i . B e g i t u p u l a d a l a m k e t e n t u a n P a s a l 2 7 U n d a n g -

U n d a n g P e r l i n d u n g a n K o n s u m e n , p i h a k p r o d u s e n d i b e b a s k a n d a r i t a n g g u n g 

j a w a b a t a s k e r u g i a n k o n s u m e n a p a b i l a k e r u g i a n k o n s u m e n t e r s e b u t t i m b u l 

k a r e n a k o n s u m e n l a l a i d a l a m m e g i k u t i a t u r a n p a k a i o b a t g e n e r i k y a n g t e l a h 

d i t e n t u k a n o l e h p r o d u s e n y a n g t e r t e r a p a d a e t i k e t . 

D a r i u r a i a n d i a t a s d a p a t d i k e t a h u i b a h w a s e o r a n g k o n s u m e n y a n g 

m e n d e r i t a k e r u g i a n a k i b a t m e n g g u n a k a n o b a t g e n e r i k b e r h a k m e m p e r o l e h 

Mahaini Abdullah, 2001, Hukum Perdata M a t e r i l , Pradya Paramita, Jakarta, h. 68 
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g a n t i r u g i d a r i p i h a k p r o d u s e n b i l a t e m y a t a d a r i o b a t g e n e r i k y a n g d i g u n a k a n 

b e n a r m e n g a l a m i c a c a t p r o d u k , c a c a t d e s a i n d a n c a c a t p e r i n g a t a n a t a u 

i n s t r u k s i s e d a n g k a n k e r u g i a n y a n g t i m b u l a k i b a t k e l a l a i a n p e n g g u n a a n o b a t 

g e n e r i k , m a k a p r o d u s e n t i d a k m e m i l i k i k e w a j i b a n u n t u k m e m b e r i k a n g a n t i 

m g i k e p a d a k o n s u m e n k a r e n a o b a t g e n e r i k d i b e l i t a n p a p e t u n j u k d o k t e r m a k a 

t a n g g u n g j a w a b s e p e n u h n y a d a l a m p e n g g u n a a n o b a t t e r s e b u t a d a p a d a 

k o n s u m e n s e n d i r i . 



BAB IV 

PENUTUP 

. Kesimpulan 

B e r d a s a r k a n u r a i a n p a d a b a b t e r d a h u l u m a k a , d a p a t d i s i m p u l k a n 

s e b a g a i b e r i k u t : 

1 . T a n g g u n g j a w a b p e l a k u u s a h a d a l a m p e n j u a l a n o b a t g e n e r i k y a n g 

k a d a l u a r s a a d a l a h b e r d a s a r k a n p e r j a n j i a n j u a l b e l i k e p a d a p i h a k 

d i s t r i b u t o r ( P B F , A p o t i k , P E O ) . T a n g g u n g j a w a b i t u m e l i p u t i k u a l i t a s d a n 

k e a m a n a n o b a t g e n e r i k y a n g d i p r o d u k s i n y a s e l a m a o b a t g e n e r i k t e r s e b u t 

b e r e d a r d i p a s a r a n . B a t a s k a d a l u a r s a s u a t u o b a t b u k a n l a h s u a t u b a t a s a k h i r 

t a n g g u n g j a w a b p r o d u s e n t e r h a d a p o b a t g e n e r i c y a n g p r o d u k s i n y a , 

m e l a i n k a n p r o d u s e n h a r u s m e n a r i k d a n m e m u s n a k a n o b a t y a n g t e l a h 

k a d a l u a r s a t e r s e b u t d a n m e m b e r i k a n p e n g g a n t i a n o b a t y a n g b a m k e p a d a 

p i h a k d i s t r i b u t o r . 

2 . P e m b e r i a n g a n t i m g i o l e h p e l a k u u s a h a k e p a d a k o n s u m e n y a n g 

m e n g a l a m i k e m g i a n a k i b a t p e n g g u n a a n o b a t g e n e r i k a d a l a h : 

m e m p a k a n t a n g g u n g j a w a b m u t l a k d e n g a n p e n g g a n t i k e m g i a n s e s u a i 

d e n g a n P a s a l 1 9 A y a t ( 2 ) U n d a n g - U n d a n g P e r l i n d u n g a n K o n s u m e n 

" b a h w a p e l a k u u s a h a d a p a t d i k e n a k a n s a n k s i g a n t i m g i a p a b i l a d a l a m 

p r o d u k n y a t e r d a p a t c a c a t t e r s e m b u n y i m e n g e n a i s t a n d a r p e m b u a t a n o b a t 

d a n k a d a l u a r s a d l l " d a n P a s a l 1 3 6 5 K U H P e r d a t a T e n t a n g G a n t i R u g i . 

" a p a b i l a t e r j a d i p e r b u a t a n b e r d a s a r k a n u n s u r - u n s u r m e l a w a n h u k u m . 
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B. Saran ^ 

1. H e n d a k n y a a d a p e r j a n j i a n t e r t u l i s a n t a r a p r o d u s e n d e n g a n d i s t r i b u t o r 

( P B F , A p o t i k , P E O ) t e n t a n g t a n g g u n g j a w a b p r o d u s e n u n t u k m e n g g a n t i 

o b a t k a d a l u a r s a d e n g a n o b a t b a r u . 

2 . H e n d a k n y a a d a p e n y u l u h a n m e n g e n a i p e m b i n a a n o b a t p e m e r i n t a h a tas 

p e n y e l e n g g a r a a n p e r l i n d u n g a n k o n s u m e n y a n g m e n j a m i n d i p e r o l e h n y a 

h a k d a n k o n s u m e n d a n p e l a k u u s a h a s e r t a d i l a k s a n a k a n k e w a j i b a n 

k o n s u m e n d a r i p e l a k u u s a h a . 
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D A F T A R P U S T A K A 

A. Buku 

A b d u l K a d i r M u h a m m a d , 2 0 0 3 , H u k u m P e r i k a t a n , P T . C i t r a A d i t y a B a k t i , 
B a n d u n g . 

A . H i d a y a t , 1 9 8 7 , H a t i - H a t i M e n g g u n a k a n O b a t , F a m i l i N o . 8 4 T a h u n I V 
N o v e m b e r 1 9 8 7 

I d a M a r l i n d a , M e n g h i t u n g D o s i s P a d a O b a t B e b a s , W a r t a K o n s u m e n 
N o . 2 3 3 T a h u n X I X 1 9 9 3 

M a h a i n i A b d u l l a h , 2 0 0 1 , H u k u m P e r d a t a M a t e r i l , P r a d y a P a r a m i t a , J a k a r t a , 

P u w a h i d P a t r i k , 2 0 0 3 , D a s a r - D a s a r H u k u m P e r i k a t a n , C V . M a n d a r M a j u , 
B a n d u n g . 

R . S u b e k t i , 1 9 9 4 , P o k o k - P o k o k H u k u m P e r d a t a , P T . l n t e m u s a , J a k a r t a . 

S a r t o n o , 2 0 0 0 , A p a Y a n g A n d a K e t a h u i T e n t a n g O b a t B e b a s , B e b a s 
T e r b a t a s d a n W a j i b P r a k t e k , P T . G r a m e d i a , J a k a r t a . 

S o e d h a r y o S o i m i n , 2 0 0 5 , K i t a b U n d a n g - U n d a n g H u k u m P e r d a t a , S i n a r 
G r a f i k a , J a k a r t a 

B. Peraturan Perundang-Undangan 

U n d a n g - U n d a n g R e p u b l i k I n d o n e s i a N o . 3 2 T a h u n 1 9 9 2 T e n t a n g K e s e h a t a n 

U n d a n g - U n d a n g R e p u b l i k I n d o n e s i a N o . 8 T a h u n 1 9 9 9 T e n t a n g 
P e r l i n d u n g a n K o n s u m e n 
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Catatan : 
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REKOMENDASI DAN PEMBIMBINGAN SKRIPSI 

N a m a 
N I M 
P r o g r a m S t u d i 
P r o g r a m K e k h u s u s a n 
J u d u l 

W i d i a D e s i a n a 
5 0 2 0 1 1 4 0 7 
I l m u H u k u m 
H u k u m P e r d a t a 
: TANGGUNG JAWAB P E L A K U USAHA 

DALAM PENJUALAN OBAT G E N E R I K 
DAN GANTI R U G I KEPADA KONSUMEN 
MENURUT UNDANG-UNDANG NO.8 
TAHUN 1999 TENTANG PERLINDUNGAN 
KONSUMEN 

I . R e k o m e n d a s i K e t u a B a g i a n 
a. R e k o m e n d a s i 
b . U s u i P e m b i m b i n g 

^ J i ^ cJo^o2 d'J-err^ f > e c r ^ i o f A 

P a l e m b a n g , ' ' ^ ' * ^ ' 2 0 1 5 
K e t u a B a g i a n , 
D A S A R - D M A R I L M U H U K U M 

R 6 S M A W A T I , S H , M H 

I L P e n e t a p a n P e m b i m b i n g S k r i p s i o l e h W a k i l D e k a n 1 . 

1 . d f t - ' L A -

2 

P a l e m b a n g , M a r e t 2 0 1 5 
W ^ d t q D e k a n I , 



PERNYATAAN 

N a m a : W i d i a D e s i a n a . 

N I M : 5 0 2 0 1 1 4 0 7 

P r o g r a m K e k h u s u s a n : H u k u m P e r d a t a . 

D e n g a n i n i m e n y a t a k a n b a h w a : 

B e n a r s k r i p s i i n i y a n g s a y a b u a t d e n g a n j u d u l : T A N G G U N G J A W A B P E L A K U 

U S A H A D A L A M M E N J U A L O B A T G E N E R I K D A N G A N T I R U G I O L E H 

P R O D U S E N O B A T K E P A D A K O N S U M E N Y A N G M E N D E R I T A 

K E R U G I A N M E N U R U T U N D A N G - U N D A N G P E R L I N D U N G A N 

K O N S U M E N m e r u p a k a n h a s i l k a r y a o r i s i n i l s a y a s e n d i r i d a n b e l u m p e m a h d i 

p u b l i k a s i k a n b a i k d a l a m I i n g k u n g a n U m v e r s i t a s M u h a m m a d i y a h P a l e m b a n g 

a t a u p u n p e r g u r u a n t i n g g i l a i n n y a . 

1 . B e n a r s k r i p s i y a n g s a y a b u a t s e s u a i d e n g a n a r a h a n a t a u b i m b i n g a n y a n g 

d i b e r i k a n o l e h p e m b i m b i n g s k r i p s i . 

2 . A p a b i l a t e r b u k t i d i k e m u d i a n h a r i p e m y a t a a n 1 d a n 2 t i d a k b e n a r , m a k a s a y a 

b e r s e d i a m e n e r i m a s a n k s i a k a d e m i k y a n g b e r l a k u d i U n i v e r s i t a s 

M u h a m m a d i y a h P a l e m b a n g . 

P a l e m b a n g , M a r e t 2 0 1 5 

Y a n g M e m b u a t P e m y a t a a n 

W i d i a D e s i a n a 
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