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H a  ocHOBy HJiaHa 18. craB  2. 3aKOHa o  ochobhom  o6 pa -  
30Bamy h BacnHTaH>y ( “GnyacóéHH rnacHHK Peny6jiHKe C p n -  
CKe” , 6p. 74/08 h 71/09), hji. 3. h 12. 3aKOHa o  cHcreMyJaBHHx 
cjiy^cÖH ( “Cjiy^cöeHH rnacHHK PenyÖJiHKe CpncKe’ , 6poj 
68/07) h HJiaHa 43. CTaB 3. 3aKOHa o Bnann PenyÖJiHKe C p n -  
cKe ( “Cny^cöeHH rnacHHK PenyÖJiHKe CpncKe” , öpo j 118/08), 
Bjiana PenyÖJiHKe CpncKe, Ha cjenHHnn o n  21. jaH yapa  2010. 
ronHHe, ÆO H n j e j i a  j e

O ^JIYK Y
O yCKJIABHBAlBy AKTA O OCHMBAH>y OCHOBHE 

LUKOJIE “ II AJI E”  I1AJIE

I

Obom  ojmyKOM BpniH ce ycKJiaîjHBame ocHHBaHKor aKTa 
OcHOBHe uiKOJie “ n a jie ” Ila jie  ca 3aKOHOM o ochobhom  
oöpa30Ban>y h Bacrorrarby, 3aKOHOM o CHCTeMy jaBHHX cjiy- 
>KÖH H 3aKOHOM O KJiaCH(f)HKanHjH njejiaTHOCTH H O perHCTpy 
jejiHHHLia pa3BpcTaBaH>a ( “Cjiy^cöeHH rnacHHK PenyÖJiHKe 
CpncKe” , 6p. 113/04 h 110/05).

II

OcHHBan OcHOBHe niKOJie “ ü a jie ”  I la jie  je  PenyöJiHKa 
CpncKa.

III

Ha3HB uiKOJie je  JaBHa ycTaHOBa OcHOBHa niKOJia “ n a n e ” 
Flaue, cKpaheHH Ha3HB ycrraHOBe je  JY OcHOBHa niKOJia ‘T la -  
jie” n a jie  (y  najneM TeKCTy: IllKOJia), ca cjenHurreM y I la jia -  
Ma, yjiHna M njiaH a CHMOBHha 26.

IV

IllKOJia je  jaBHa ycTaHOBa Koja oöaBJba jyejiaTHOCT o n  
onrnxer npymTBeHor HHTepeca, a cBojcTBO npaBHor Jinna 
crane ynHCOM y cyncKH perncTap Kon Hanne>KHor cyna.

V

y  npaBHOM npoMeTy ca TpehHM jiHijHMa LLlKOJia HCTyna 
y cBoje HMe h 3a CBoj panyH, a 3a oöaße3e onroBapa öe3 
orpaHHneHba, cbhm cBojHM cpencTBHMa.

V I

^IjejiaTHOCTH UiKOJie cy:

-  80.102 - ocHOBHo oöpa30Ban>e,
-  80.103 - oöpa30Ban>e njene oMeTeHe y pa3Bojy,

- 80.104 - ocTajio och obh o  oöpa30Ban>e h

- 60.212 - npeB03 nyTHHKa y rpancKOM caoÖpahajy (npe- 
B03 uiKOJicKHM ayToöycHMa).

V II

CpencTBa 3a pan IIlKOJie oöe3Öjel)yjy ce h3:

- öyneTa PenyÖJiHKe CpncKe,

- öyneTa jennHHne jiOKajiHe caMoynpaBe Ha nnjeM non- 
pynjy ce IllKOJia Hajia3H,

- npyrnx H3BOpa.

V II I

OpraHH ynpaBJbaita cy: uikojickh on öop  h nnpeKTop.

LLIkojickh onöop  HMeHyje MnHHCTapcTBo npocßjeTe h 
KyjiType PenyÖJiHKe CpncKe Ha nepnon nerapn ronHHe.

LLIkojickh on öop  HMa cenaM HJiaHOBa.

IX

/(npeKTop pyKOBonH IIIko jiom , npencTaBJta h 3acTyna 
UlKOJiy h ojjroBopaH je  3a 3aKOHHTOCT pana LllKOJie.

/InpeKTopa UiKOJie önpa IH kojickh  onöop , HaKOH noön- 
jaH>a carjiacHocTH on MHHHCTpa npocßjeTe h KyjiType, na ne- 
pHon on nerapn ronHHe.

X

IllKOJia he cBojy opraHH3aiiHjy h om iiTe aKTe ycicnannra 
ca 3aKOHOM o ochobhom oöpa30Ban>y h BacnHTamy, 3axo- 
HOM O CHCTeMy jaBHHX CJiy>KÖH, 3aKOHOM O KJiaCH(j)HKanHjH 
njenaTHOCTH h o perncTpy jenHHHua pa3BpcTaBaifaa h obom 
onnyKOM y p oxy  on 60 naHa on  naHa crynaiba Ha cHary OBe 
onnyKe h H3BpniHTH npoMjeHe ynnca y  cyncKOM peracrpy 
Kon HanJie^KHor cyna.

X I

Oßa onnyxa cTyna Ha CHary ocm ot naHa on naHa 
oöjaBibHBaifca y “ Cny>KÖeHOM rnacHHKy PenyönHKe CpncKe” .

Bpoj: 04/1-012-2-25/10 
21. jaHyapa 2010. ronHHe 
B aita  JIyKa

npencjenHHK 
Bjiane, 

MwJiopan í(onHK, c.p.
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H a ocHOBy HJiaHa 16. 3aKOHa o anoTeKapcKoj n jenarao- 
CTH ( “ Cjiy>K6eHH rnacHHK PenyÖJiHKe CpncKe” , öpo j 119/08) 
h HJiaHa 82. 3aKOHa o penyÖJiHHKoj ynpaBH ( “ Cjiy)KÖeHH rna- 
CHHK PenyÖJiHKe CpncKe” , öp. 118/08 h 11/09), MmracTap 
3npaBJi>a h connjajiHe 3aniTHTe n o h o  c h

n P A B H J I H M K

O CMJEPHHUAMA JJOEPE nPOM3BOT>AHKE IIPAKCE 
Y H3PAAM TAJIEHCKMX ITPEriAPATA

I - O C H O B H E  O flP E A B E  

HnaH 1.

Obhm npaBHJiHHKOM nponncyjy ce CMjepHHije noöpe npo- 
H3B0^aHKe npaKce y H3pann rajieHCKHX npenapaTa Koje Tpe- 
öa na npHMjeityje raneHCKa JiaöopaTopnja Kao opraHH3ann- 
OHa jenHHHua anoTeKe.
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HjiaH 2.

riojeaHHH H3pa3H KojH Ce KOpHCTe y OBOM npaBHJIHHKy 
HMajy cjteaelie 3HaneEbe:

a) aKTHBHa cyncTaHua je  (jiapMaKoaoniKH aKTHBaH cacro- 
jaK y aaTOM (})apManeyTCKOM ao3HpaHOM o6jiHKy,

6 ) aM6aaaaca je  CBaKH MaTepnjaa KojH ce K opncra  3a 
naKOBaite raaeHCKor npenapaTa, o ch m  cnojbam raer naKO- 
Ban>a Koje ce k o ph c t h  3a TpaHcnopT hjih HcnopyKy h  Mo^ce 
6h th  npHMapHa hjih ceKyHaapHa, y 3aBHCHOCTH a a  jih je  y 
AHpeKTHOM KOHTaKTy Ca npOH3BOaOM HJIH He,

b ) 6 p o j  c e p n je  3H an n  KOM6 H H a n n jy  6 p o je B a  h j ih  c jiO B a 

K o jH M a c e  H ^eH TH (j)H K yje c e p n ja  n p o H 3B o a a  y a o K y M e H T a n n -  

jn  ra jieH C K e j ia 6 o p a T o p n je  h  cepTH (|)H KaT a H a jiH 3e  T e  c e p n je ,

r ) Baanaannja je  aKTHBHOCT aoKa3HBaH>a y CMHCJiy aa  
cBaKH nocTynaK, onpeMa, MaTepnjaa, aKTHBHOCT hjih chctcm  
aajy oneKHBaHe pe3yjiTaTe,

a ) to to b  raneHCKH npenapaT je npoH3Boa Kojn je npouiao 
CBe (fraze H3paae, yKJBynyjyhH h <})HHaaHO naKOBame,

5) 3anHCHHK je aoKyMeHT Kojn npy)Ka aoKa3e o cnpoBeae-
HHM aKTHBHOCTHMa HJIH OCTBapCHHM pe3yjITaTHMa, a MO)Ke
aa ce Boan pynHo hjih ayTOMaTCKH,

e ) H3paaa rajieHCKHx npenapaTa npeacraB jba  CBe onepa - 
nnje Ha6aBKe cnpoBHHa, aM6aaa>xe n npenapaTa, H3paae, 
KOHTpojie KBajiHTeTa, oao6paBaH>a, cKaaaHniTeita, ancTpH- 
6ynnjy h KOHTpojie Be3aHe 3a H3paay rajieHCKor npenapaTa, 

>k) H3BjeuiTaj o ojiCTynaH>y je  H3Bjeurraj o 6hjio KojeM 
oacTynaity oa  CTaHaapaHe nponeaype h aoKyMeHTannje Ko­
je  ce aecnao tokom  nponeca H3paae h 3axTnjeBa KopeKTHBHe 
Mjepe,

3) KajinGpannja je  ceT onepannja Koje, noa cnenH(j)HHHHM 
ycjioBHMa, yTBpl)yjy Be3y H3Mel)y BpHjeaHOcra oapeI)eHHX 
MjepHHM HHCTpyMeHTHMa HJIH MjepHHM CHCTeMHMa, HJIH BpH- 
jeaHocra npejiCTaBjteHHx MaTepnjajiHHM MjepaMa h oaroBa- 
pajyhnM no3HaTHM BpHjeaHocraMa pe^epeHraor eraHaapaa, 

h ) KapaHTHH je  cTaTyc cnpoBHHe hjih aM6aaaace, noay- 
npoH3Bo/ia hjih to to b o t  npoH3Boaa oaBojeHHX c[)H3hhkh hjih  
ApyrnM e(J)HKacHHM cpeacTBHMa aoK ce ne aoHece oaayKa o 
h>hxobom oao6paBan>y hjih oa6HjaH>y,

j )  KOHTpojiHcaHH paaHH npocTop je  KOHCTpnycaH 3a paa  
Ha TaKaB HamiH na ce Bpmn KOHTpojia yBol)eH>a noTeHnnjaa- 
He KOHTaMHHanHje h yTHnaj ocao6af)aifca >khbhx n ecrana  y 
HenpeABH^eHHM caynajeBHMa. K ao  MHHHMyM, npocTop Tpe- 
6a a a  6yae no#  HeraTHbhhm npHTHCKOM y oaHOcy Ha Heno- 
cpeaHy cnoji>aniH>y cpeaHHy h na  oM oryfiH  e(j)HKacHO 
yKJiaH>an>e Majinx KoannHHa >khbhx KOHTaMHHaTa,

k ) KpHTHHHa 30Ha je  a n o  KOHTpojincaHor p aaH o r n po - 
cTopa raje  je  raaeHCKH npenapaT anpeK rao  H3aoaceH KOHTa- 
MHHannjH h raje  Tpe6a a a  je  KOHTaMHHannja necranaM a h 
MHKpoopraHH3MHMa CBeaeHa Ha oaroBapajyfrn  hhbo, y CKaa- 
ay  ca ynoTpe6oM raaeHCKor npenapaTa,

a ) Me^ynpoH3Boa je a jeaH M H H H o npepaljeHa cnpoBHHa 
Koja ce Mopa noaBprHyra aajtHM nocTynnHMa H3paae a a  6h  
ao6no CTaTyc noaynpoH3Boaa,

jb) naKOBaH>e je  CKyn onepannja, yKJBynyjyhH nyH>eH>e h 
03HaaaBaH>e, KojHM ce noaynpOH3Boa noaBpraBa a a  6 h npe- 
uiao y roTOB raaeHCKH npenapaT,

m) noaynpoH3Boa je  npoH3Boa Koa Kora cy 3aBpmeHe CBe
4)a3e H3paae, aan He h <j)HHaaHo naKOBaite,

h )  nocTynnn cy nncaHH aoKyMeHTH Kojn ae(})HHHmy Ha- 
hhh H3BoljeH>a onepannja yKJByneHHx y H3paay raaeHCKor 
npenapaTa, oa  npnnpeMe cnpoBHHa h aM6aaaace, H3paae h 
naKOBaH^a ao  n»eroBor KOMnaerapama Kao to t o b o t  raaeH- 
cKor npenapaTa,

h.) poK TpajaHba je nepnoa  a o  Kojer je  raneHCKH npenapaT 
6e36jeaaH 3a ynoTpe6y,

o ) poK ynoTpe6e je  nepnoa ao Kojer raaeHCKH npenapaT 
Mo>Ke 6e36jeaHO a a  ce kophcth HaKOH oTBapama,

n )  cepnja raaeHCKor npenapaTa je oapeljeHa KoannHHa 
HeKor raaeHCKor npenapaTa npoH3BeaeHor tokom jeaHor 
npoH3Boanor nponeca nnja je xoMoreHOCT 3arapaHTOBaHa,

p ) cnpoBHHa je  CBaKa cyncraHna Koja ce kophcth  y H3pa- 
an  raaeHCKor npenapaTa, HCKJtynyjyftH aMÓaaa>Ky,

c ) cnenntjiHKanHje aeTajbHO onncyjy 3axTjeBe Koje Tpe6a 
a a  3aaoBOJte cnpoBHHe, aMÓaaa>Ka nan  n pen ap a ra  Kojn ce 
KopncTe nan  aoÓ n jajy t o k o m  H3paae, a cay>Ke Kao o ch ob  3a 
npoujeHy KBaaHTeTa,

t )  CTepnaHOCT je  oacycTBo >khbhx  opraHH3aMa npeMa 
ycaoBHMa TecTa CTepnaHOCTH Kojn cy aaTH y EBponcKoj (jiap- 
MaKonejn,

h ) yHaKpcHa KOHTaMHHanHja je  KOHTaMHHannja c h p o b h - 
Ha, aMÓaaa^Ke Han npenapaTa ca apyroM  c h p o b h h o m , aMÓa- 
aa>KOM Han npenapaTOM h

y ) hhcth npocrop  je  npocrop  ca ae(j)HHHcaHOM KOHTpoaoM 
KOHTaMHHanHje necTnnaMa h MHKpoopraHH3MHMa, 
OCMHUIH>eH, H3pa^eH H KOpHUlheH Ha TaKaB HaHHH aa  CMaiBH 
yHouieite, HaKyna>atbe h 3aap>KaBan>e KOHTaMHHaTa y Ba3ayxy.

II - y n P A B J L A H )E  K B A J IH T E T O M  Y  nPO H 3BO J](H >H  
rAJIEHCKMX nPEÍIAPATA

H aaH  3.

(1 ) Y  nHJty 3auiTHTe jaB H or 3apaBJta, raaeHCKH npenapa- 
th  Tpe6a a a  6yay BncoKor KBaaHTeTa, 6e36jeaHH h  e(J)HKa- 
CHH.

(2) TaaeHCKH npenapaTH Tpe6a a a  6yay npHnpeMJteHH 
Ha HanHH a a  itHxoBa HaMjeHa h KBaaHTeT 6yay ycKaa^eHH ca 
ae^HHHcaHHM 3axTjeBHMa y3 ocHrypaibe cncTeMa KBaaHTeTa 
h y cKaaay ca npHHnnnnMa aoópe npoH3Bo5anKe npaKce y 
H3paan raaeHCKHx npenapaTa.

(3) OcHrypan>e cncTeMa KBaaHTeTa H3 CTaBa 2. o b o t  naa- 
Ha Tpe6a a a  6yae aoKyMeHTOBaHO h Tpe6a a a  ce n p a ra  e^eK-
THBHOCT HCTOr.

1. 06e36jeI)eH>e KBaaHTeTa

HaaH  4.

(1 ) 06e36jel)eH>e KBaaHTeTa je  3ÓHp opraHH30BaHnx aK- 
th b h o c t h  HHjn je  hhjb H3paaa raaeHCKor npenapaTa 3axTHje- 
BaHor KBaaHTeTa 3a HaMjepaBaHy ynoTpeSy.

(2) CncreMOM o6e36jel)erba KBaaHTeTa Tpeóa aa ce ocnry-
pa:

a ) a a  cy raaeHCKH n pen ap a ra  4)opMyaHcaHH, H3pa^eHH h 
KOHTpoancaHH Ha HanHH Kojn yBa^caBa 3axTjeBe ao6 p e  n po -  
H3BO§anKe npaxce y H3paan raaeHCKHx npenapaTa h  aoópe  
aaóopaTopnjcKe npaKce,

6 ) a a  cy jacH o yTBpljeHe oaroBopH O cra pyKOBoanaana,

b ) a a  cy npeay3eTe Mjepe 3a H3paay, HaóaBKy h ynoTpeóy 
ncnpaBHHx cnpoBHHa h aM6aaa>Ke,

r )  a a  cy raaeHCKH npenapaTH H3pa5eHH, KOHTpoancaHH, 
CKaaaHurreHH h ancTpHÓyncaHH npeMa aec^iiHncaHHM no- 
CTynnHMa,

a )  a a  ce npH M jeayjy oaroBapajyhH  nocTynnn, nnja npn - 
MjeHa o6e3Óje^yje 4>opMyaHcan.e, H3paay, KOHTpoay, cnaa- 
aHinTeibe, ancTpH6ynHjy h pyKOBame Ha HanHH KojH oóe3Óje- 
Ijyje onyBaite KBaaHTeTa y TOKy n n jeao r poKa Tpajan>a,

a a  cy npoH3BoaHH h KOHTpoaHH nocTynnn jacHo HaBe- 
aeHH H

e ) a a  ce npHMjemyje nocTynaK HHTepHe KOHTpoae npou je- 
He 6e3ÓjeaH0CTH cncTeMa KBaaHTeTa, oaHOCHo npoujeHa ch - 
cTeMa oóe36jel)eH»a KBaaHTeTa.

2. Xloópa npoH3BoI)anKa npanca y H3paan raaencKHX 
npenapaTa

^aaH 5.
(1 ) Jfro6pa  npoH3Bol)aHKa npaKca je  a « o  o6e36je5eH>a 

KBaaHTeTa Kojn ocnrypaBa a a  ce raaeHCKH n pen ap a ra  H3pa- 
5yjy h KOHTpoaHHiy npeMa CTaHaapanMa KBaaHTeTa 3a Ha­
MjepaBaHy npHMjeHy raaeHCKor npenapaTa.

(2) O chobhh  3axTjeBH a o ó p e  np0H3B0^anKe npaKce cy 
cjbeaehn:

a) cbh nocTynnn y H3paan raaeHCKor npenapaTa Mopajy 
ó h th  jacHo ae(j)HHHcaHH h nepnoaHHHO nponjeifcHBaHH KaKo
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ön ce o6e3ÖHje^Hjia H3pa^a rajieHCKor npenapaTa 3axTnjeßa- 
Hor KBajiHTeTä xojn o^roBapa meroBoj cnenn(j)HxanHjH;

6) oöe3Öjel)eH>e cbhx npe^ycjioBa 3a Aoöpy npon3BoI)aH- 
xy npaxcy, yxA>ynyjyhn h:

1) OAroßapajyhe o6pa30BaH n oöyneH xaAap,

2) oßroBapajyhH npocTop,
3) o^roßapajyhy onpeMy h OAp>xaBan>e,

4 ) HcnpaBHe cnpoBHHe, KOHTejHepe n aMÖajia^cy,

5) OAoöpeHe nocrynxe n ynyTCTBa,

6 ) o^roBapajyhe CKjia^HinTett>e h TpaHcnopT;

b )  ynyTCTBa n  nocTynnn Tpe6a Aa öyAy jacHo HanncaHH 
h npnjiaro^eHH ycAOBHMa Kojn cy Ha pacnonaramy;

r) 3anocjieHH xaAap Mopa 6hth  oöyneH 3a npaBHjmo h 
OAroßopHO o6aBibaH>e nocjioßa;

a ) to xo m  H3paAe raAeHCxnx npenapaTa Tpeöa Aa ce BOAe 
3anncHnnn, xo jn  noTBpljyjy Aa cy npeAy3eTe Mjepe accJjhhh- 
caHe nocTynxoM H3paAe raAeHcxor npenapaTa n ynyTCTBn- 
Ma, Aa je  xßajiHTeT h xbah th tct  raAeHcxor npenapaTa no- 
y3AaH n Aa cy 3HanajHnja OAcrynama eBHACHTnpaHa n n oray- 
ho HcnnTaHa;

5) 3anncHnnn H3paAe n AHCTpnöynnje raAeHCxnx npena­
paTa Tpeöa Aa oMoryhaßajy npaheme cepnje raAeHcxor npe­
napaTa;

e) AHCTpnöynnja raAeHcxor npenapaTa He CMnje Aa AOBe- 
Ae ao  npoMjeHe y  xßaAHTeTy raAeHcxor npenapaTa;

>x) Tpeöa Aa öyAe ycnocTaBA>eH ecJ)HxacaH chctcm 3a 
noBAaneH>e CBaxe cepnje raAeHcxor npenapaTa H3 npoMeTa n

3)  cbh npnroBopn Ha raAeHexe npenapaTe y npoMeTy Tpe­
öa Aa öyAy HcnnTaHn; y3ponn HencnpaBHOCTH y XßaAHTeTy 
raAeHcxor npenapaTa ACTaA>HO ce ncnnTyjy n npeAy3HMajy 
oAroßapajyhe Mjepe xaxo ön ce cnpnjeHHAO noHaBA>aH,e 
hcthx rpem axa.

3. KoHrpoAa KBaAHTeTa

HAaH 6.

(1 ) KoHTpoAa xßaAHTeTa je aho Aoöpe npon3Bol)aHxe 
npaxce xojn ce öaßn y3opxoBaH»eM, cnenHcjjnxannjaMa n 
HcnnTHBaH.eM cnpoBHHa, aMÖaAa>xe, MeI)ynpoH3BOAa, noAy- 
npoH3BOAa n roTOBHx raAeHCxnx npenapaTa.

(2) OcHOBHn 3axTjeßn xoHTpoAe XBaAnTeTa cy cn>eAehn:

a) oAroßapajyhn npocTop, onpeMa n xaAap,

ö ) Aa ce y xompoAHoj AaöopaTopnjn MeTOAe ncnnra- 
Ban>a oöaBA>ajy npeMa nocTynunMa nponncaHnM BaacefroM 
(J)apMaxonejoM,

b )  Aa ce BOAe 3anncHnnn, xojn  Aoxa3yjy Aa je  y3opxo- 
Barbe n xoHTpoAa cnpoßeAeHa, xao n Aa je  önAO xaxßo OACTy- 
naite  3anncaHO n ncnnTaHo,

r ) Aa ce o pe3ynTaraMa ncrorrnBama boah eBHAeHnnja n

a )  oöaße3HO je  HyBame ao b o a>ho t  öpo ja  y3opaxa cnpoßn- 
Ha n roTOBor raAeHcxor npenapaTa, xojn  cy y (Ja ih a a h o m  
naxoßamy.

4. KaAap

HAaH 7.

(1 ) 3a ycnocTaBJbarbe n OAp^xaBame ocnrypam a cncTeMa 
XBaAnTeTa n ncnpaBHe n3paAe raAeHCxnx npenapaTa OAro- 
BopaH je  3anocAeHn xaAap.

(2 ) Kaxo ön ce cbh 3aAaun y n3paAn raAeHCxnx npenapa­
Ta H3Bpmnnn, 3anocAeHn xaAap Tpeöa Aa ÖyAe ocnocoÖA>eH 
n xoMneTeHTaH.

(3 ) OAroßopHOCT nojeAHHua Tpeöa Aa öyAe AoxyMeHTo- 
BaHa n jacHa.

(4 ) CaB 3anocAeHn xaAap Tpeöa Aa ÖyAe cßjecraH npnn- 
unna Aoöpe npon3Bof}aHxe npaxce n cncTeMa ocnrypam a 
XßaAHTeTa y  H3paa h  raAeHCxnx npenapaTa.

(5) 3anocAeHH xaAap Tpeöa Aa npol)e HHnunjaAHy n xoh- 
TAHynpany eAyxannjy xo ja  Taxol)e yxjbynyje HeonxoAHy eny- 
xannjy n3 oÖAacra xnrnjeHe.

^A an  8.

(1 ) 3a XBaAHTeT H3pal)eHHX raAeHCxnx npenapaTa OAro- 
BopHo je  Anne xoje ra  H3pal)yje.

(2 ) Cnenn(})HHHe AyacHOCTn Tpeöa Aa ce AeAernpajy OAro- 
BapajyheM xoMneTeHTHOM Anny.

(3) Y  OAcycTBy OAroßopHor Anna Tpeöa Aa öyAe hmcho- 
BaHo Anne xoje ra 3aMjeH>yje.

(4 ) Bpo j 3anocAeHHx xoMneTeHTHnx Anna Tpeöa Aa öyAe 
Taxaß Aa cy HaöaBxa, cxAaAnmTeme, n3paAa, xoHTpoAa n 
nyiiiTame y npoMeT raAeHCxnx npenapaTa y noTnyHoern n Ha 
npaBH HannH xoHTpoAncaHn.

(5) CncTeM o ato bo ph o cth  3anocAeHor xaApa 3aBncn o a  
oöaße3a n 3axTjeBa axTnBHocra npey3eTnx opraHH3annoHOM 
meMOM xanpa xojn  ynecTByje y nponeAypn H3paAe raAeHCxnx 
npenapaTa.

(6) 3aAy>xen»a n OAroBopHocra 3anocAeHor xaApa Tpeöa 
Aa öyAy HaBeAeHn y onncy caM or paAHor MjecTa.

BLaaH 9.

(1 ) 3anocAeHn xaAap Tpeöa Aa npolje eAyxannjy y cbiim  
oÖAacraMa xo je  cy HeonxoAHe 3a HcnyH>aBaK»e OApeljeHnx 
Ay>xHocra, no noTpeön n xoHTHHynpaHO.

(2 ) ÜHTepHa h ah  excTepHa xoHTHHynpäHa enyxannja xa­
Apa Tpeöa Aa öyAe oöe3ÖnjeI)eHa n AOxyMeHTOBaHa.

HAaH 10.

(1 ) Y  norAeAy oA>xaBaita xnrnjeHe 3auiTHTHe oAjehe Tpe­
öa  Aa öyAy AocrynHe jacHe nHCTpyxnnje y cxAaAy ca axTHB- 
HOCTHMa y nponecy H3paAe raAeHCxnx npenapaTa.

(2 ) Pn3nx xoHTaMHHannje 3a xaAap n raneHcxn npenapaT  
He cMnje nocTojaTn, a pH3nx xoHTaMHHannje raAeHcxor npe­
napaTa o a  CTpaHe 3anocAeHor xaApa Tpeöa Aa öyAe CBeAeH 
Ha MHHHMyM.

(3 ) 3anocAeHn xaAap je  Ay^caH Aa o HH^exTHBHHM oöo- 
A>emnMa n OTBopeHHM Ae3njaMa Ha H3Ao>xeHHM noBpuinHa- 
Ma Tnjena oöaßnjecTn OAroßopHO Anne 3a HaA3op HaA H3pa- 
AOM raAeHCxnx npenapaTa, xo je  he OAnynnTH o npeAy3H- 
Man>y Mjepa xaxo ön ce H3ÖjerAa xoHTaMHHannja.

(4 ) KoH3yMHpan>e xpaHe, nnha hah nymeH>e y npocTopn- 
jaM a y xojnM a ce H3pal)yjy raneHcxn n pen apara  Hnje ao3bo- 
ibeHO.

(5) y  nniby npeßeHnnje xoHTaMHHannje raAeHcxor npe­
napaTa y xoHTaxTy ca MamnHaMa Tpeöa Aa öyAy npeAy3eTe 
aAexBarae Mjepe.

(6 ) 3a raneHcxe npenapaTe xo jn  HMajy noßehaH pH3nx oa 
M HxpoönoAouixe xoHTaMHHannje Tpeöa Aa öyAy npeAy3eTe 
AOAaTHe 3auiTHTHe Mjepe xao  u ito  cy CTepnAH3annja pyxy, 
nomerne HaonaAa n cahhho .

5. npocTopn je h onpeMa

HAaH 11.
npocTopn je  n onpeMa Tpeöa Aa OAroßapajy HaMjeHn n ne 

CMnjy npeACTaBA>aTH onacHocT 3a XBaAHTeT raAeHcxor npe­
napaTa.

^AaH 12.
(1 ) n pocTopn je  n onpeMa Tpeöa Aa öyAy ocMmnTbene, 

H3pal)eHe, xopnuiheHe, OAP^aBaHe n Aopafjene y cxAaAy ca 
HaMjeHOM n xanannTeTOM, a xaxo  ön ce pn3nx o a  rpem axa 
H3Öjerao hah  CBeo Ha MHHHMyM.

(2 ) n pocTopn je  n onpeMa H3 craßa 1. oßor miaHa, xao n 
OAroßapajyhe TexHnxe paAa Tpeöa Aa öyAy xopnmheHe Taxo 
Aa ce pH3HK o a  xoHTaMHHannje peAyxyje.

(3 ) yAa3ax HHcexaTa n Apyrnx >xnBOTHH>a Tpeöa OAroßa- 
pajyhnM MjepaMa öhth  cnpnjeneH.

(4 ) A xthbhocth  npama n nnmhema He CMnjy ö hth  H3Bop 
xoHTaMHHannje.

(5) OÖAacTn npoH3BOAH>e, cxAaAnmTema n xoHTpoAe 
XßaAHTeTa Tpeöa Aa ÖyAy AocrynHe caMo OBAamheHHM a h - 
nnMa.
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(6 ) PaflHH ycjioBH Kao u ito  cy TeMnepaTypa, BJia>KHOCT 
Ba3ayxa h cBjeTJiocT y TOKy H3paAe, KOHTpojie KBajiHTeTa h 
CKJia^HinTeH>a rajieHCKHX npenapaTa Tpe6a m 6y^y ac^hhh- 
caHH, npaheHH h, yKOJiHKO je HeonxoAHO, KOHTpoAHcaHH, ao - 
KyMeHTOBaHn h cauyBaHH.

(7 ) CBe npocTopnje Tpe6a Aa 6yny HHCTe, ypeAHe h a^e- 
KBaTHo ocBHjeTjteHe.

5.1. n p O H 3 BOflHH npOCTOpH

HjiaH 13.

(1) ripoH3BOflHH npocTopH Tpe6a na 6yAy aAeKBaTHO 
o^BojeHH oa Apyrnx npocTopHja.

(2)  K oa H3paAe raAeHCKHx npenapaTa koj‘h 3axTHjeBajy 
cneuHcjjHHHe ycAOBe H3paAe, npnje Hero u ito  ce 3anoHHe ca 
nocrynKOM H3paAe Tpe6a Aa ce o6e36njeAe OAroBapajyhe  
Mjepe n AOKyMeHTyje npoLyeHa pH3HKa.

(3 ) CnpoBHHe, aM6aAa>Ka u npenapaTH Tpe6a Aa ce uyBa- 
jy  n Aa ce iBHMa pyKyje Ha HauuH Aa je  pH3HK oa Mujemaita 
npenapaTa hah  h>hxobhx cacrojana MHHHMaAaH, Aa ce 
H36jeme yHaKpcHa KOHTaMHHauuja h Aa je pH3HK oa hcao- 
CTaTKa hah HeTaHHor H3Bol)eH>a npoijeca H3paAe raAeHCKor 
npenapaTa peAyKOBaH.

(4) ripocTopnje y KojHMa ce o6aBA»ajy BaraH>e h y3opKO- 
BaH>e Tpe6a Aa 6yAy aACKBaTHO OABojeHe oa Apyrux o6AacTH 
H3paAe y uHA>y H36jeraBan>a yHaKpcHe KOHTaMHHaunje.

( 5) r ioce6He npocTopnje Tpe6a Aa 6yAy o6e36Hjel)eHe 3a 
raneHCKe npenapaTe Koju caAP^e onacHe aKTHBHe cyncraH- 
ue.

5.2. n p o c T o p n j e  3a c K J i a A H mT e a e

HnaH 14.

( 1)  npocTopnje 3a cKAaAHLUTeH>e Tpe6a Aa HMajy Kana- 
UHTeT Koju o6e36jel}yje npaBHAHO uyBaH>e pa3AHHHTHx o6a h - 
Ka cupoBHHa h  npenapaTa.

( 2) FIoAa3He CHpOBHHe h aM6aAa>Ka Tpe6a Aa 6yAy uyBa- 
hh H3BaH noApyuja npoH3BOAH»e, H3y3eB yKOAHKo HHcy aAe- 
KBATHO pa3ABOjeHH.

(3) CnpoBHHe h  npenapaTH Kojn cy y KapaHTHHy, oA6a- 
ueHH, BpaheHH h ah  noByueHH H3 npoMeTa Tpe6a Aa ce uyBa- 
jy  OABojeHo h Kao TaKBH Aa 6yAy jacHO 03HaneHH.

(4 ) Y caobh  cKAaAHinTeH>a, Kao uito  cy TeMnepaTypa h 
peAaTHBHa BAam iocr, Tpe6a Aa 6yAy cneuH(J)HUHpaHH h npa­
heHH, KaKO He 6 h 6hao  He>KeA>eHux e(j)eKaTa Ha KBaAHTeT ch- 
poBHHa h raAeHCKHx npenapaTa.

(5) ripocTopnje 3a cKAaAuuiTeibe Tpe6a Aa 6yay 
onpeMA>eHe m ohhtophh t KapTHuaMa Koje he HHAHKOBaTH 
KaAa ceuH(})HHHH ycAOBH HHcy o6e36uje^eHH, KaKO 6h cneun- 
(j)HHHe cHTyaunje MorAe 6hth  npouHjeiueHe h KaKO 6h ce mo- 
rue npeAy3era oAroBapajyhe Mjepe.

5.3. n p o c T o p n j e  3a  K O H T p o A y  K B a A H T e T a

^AaH 15.

KoHTpoua KBaAHTeTa Tpe6a Aa ce o 6aBA>a y oABojeHHM 
npocTopujaMa.

5.4. I l o M o h H e  n p o c T o p n j e

M^AaH 16.

(1) IlpocTopHje 3a oamop h ocBje>KeiBe Tpe6a Aa 6yAy 
OABojeHe oa Apyrux npocTopHja.

(2) CaHHTapHe npocTopH je h npocT opu je  3a 
npecBAaneH>e h npau>e Tpe6a Aa 6yAy aak o  AocrynHe h y 
CKAaAy ca 6pojeM KopucHHKa h He CMHjy AupeKTHo 6hth  no- 
Be3aHe ca npocTopnjoM  3a H3paAy hah  CKAaAHiUTeH>e raAeH- 
ckhx npenapaTa.

5.5. O n p e M a

HAaH 17.

(1) OnpeMa 3a H3paAy raAeHCKHX npenapaTa TpeSa Aa 
6yAe AU3ajHHpaHa, AOUHpaHa h HaMHjeH>eHa CBpcn.

(2) OnpeMa Tpe6a Aa 6yae TaKBa Aa ce Mo>Ke AaKo h y 
noTnyHOCTH ohhcthth  h uyBaTH y hhctom  h cyxoM CTau>y.

(3) OnpeMa 3a M jepeite, BaraH>e h KOHTpoAy Tpe6a Aa 6y- 
Ae OAroBapajyhe npeuH3HOCTH, KaAH6pHcaHa, 6a>KAapeHa h 
peKaAH6pucaHa y  oAroBopajayhHM HHTepBaAHMa.

(4 ) OuiTeheHa onpeMa Tpe6a Aa 6yAe yKAOH>eHa H3 npo- 
CTopuja 3a H3paAy h KOHTpoAy raAeHCKHX npnapaTa hah  ja - 
cho 03HaueHa Aa Huje y c[)yHKAHjH.

6. JI,oKyMeHTauHja

H jia n  18.

(1 ) f lo 6 p a  a o KyMeHTaunja y  eAeKTpOHCKoj hah  urraMna- 
Hoj 4>opMH npeACTaBA>a BeoMa 6HTaH a h o  CHCTeMa KOHTpoAe 
KBaAHTeTa.

(2 ) JlaKo pa3yMA>HBa AOKyMeHTauuja y eAeKTpOHCKoj 
hah  uiTaMnaHoj (¡)opMH Tpe6a Aa cnpeuaBa rpeuiKe y3poKo- 
BaHe Bep6aAHOM KOMyHHKauujoM h OMoryhaBa npaheu»e H3- 
paljeHor raAeHCKor npenapaTa.

MAaH 19.

(1 ) 3HauajHH noAauH o KBaAHTeTy Tpe6a Aa 6yAy JXOKy-
MeHTOBaHH.

(2 ) (U,oKyMeHTauHja o  3HauajHHM noAaijHMa o  KBaAHTeTy 
noApa3yMujeBa:

a ) cneuH(j)HKauHje,

6 ) nocTynKe H3paAe raAeHCKHX npenapaTa,

b) 3anucHHKe h

r ) onuiTe npoueAype h AOAaTHy AOKyMeHTaiiHjy.

(3 ) CBe cneiiH(j)HKaiiHje, n ocryn im  h npoueAype Tpe6a Aa 
6yAy OAoGpeHH, noTnucaHH h AaTHpaHH oa  CTpaHe OAroBop- 
Hor Auua.

(4 ) Cbh nHcaHH AOKyMeHTH Tpe6a Aa 6yAy hhta>hbh, hh- 
cth , jacHH h cauyBaHH.

(5) EAeKTpoHCKH 3anHCHHUH Mopajy 6hth  aACKBaTHo 3a- 
uiTuhenu npoTHB HeayTopH30BaHHX npoMjeHa h ry6HTKa no- 
AaTaKa, a h h tjbhboct eAeKTpoHCKH cauyBaHHX noAaTaKa 
Tpe6a Aa 6yAe o6e36nje§eHa Kpo3 AHjeAH o6aBe3HH nepuoA 
uyBaH>a.

(6 ) ^OKyMeHTauuja Tpe6a Aa ocu ryp a  KOMnAeTHo 
npaheibe npoueca H3paAe raAeHCKor npenapaTa.

(7 ) Ehao  kakbo  MHjeHbaite AOKyMeHTa Tpe6a Aa 6yAe cur- 
HHpaHO h AaTupaHo. IIpoM jeHe Tpe6a Aa 6yAy TaKBe Aa 
A03BOA>aBajy HHTaite opurHHaAHor AOKyMeHTa.

(8 ) FIpoueAype h nocTynuu H3paAe raAeHCKHX npenapa­
Ta, Kao h 3anucHHu;H Tpe6a Aa ce uyBajy y CKAaAy ca po k o b h - 
Ma Koju cy nponncaHH noce6HHM nponucoM.

6.1. C n eu H c[)H K a iiH je

^AaH 20.

(1 ) ripHAHKOM H3paAe raAeHCKor npenapaTa Mopajy no- 
cTojaTH aACKBaTHo ayTopH30BaHe u AarapaHe cneuH(j)HKauH- 
je 3a cupoBHHe, aM6aAa>Ky, Mel)ynpoH3BOAe, noMohHe npo- 
h3boac h (j)HHaAHe raAeHCKe npenapaTe.

(2) CneiiH(j)HKauHje 3a noAa3He cupoBHHe h aM6aAa>Ky 
Tpe6a HajMau>e Aa caAp>xe:

a) Ha3HB Koju yKJbyuyje pe<j)epeHuy 3a (J)apMaKonejy, rAje 
je  npHMjeibHBO,

6 ) onnc,

b) npoueAype 3a y30pK0BaH>e h T ecrapa ite  ca pe(J)epeH- 
uaMa,

r )  KBaAHTaTHBHe h KBaHTHTaTHBHe npenopyKe ca npn- 
XBaTA>HBHM orpaHHHeitHMa,

a ) npenopyKe Koje ce oAHOce Ha uyBaH>e h Mjepe npeAo- 
CTpO>KHOCTH, TAje je  npHMjeH>HBO, H

5) po k  Tpajatba.

(3 ) CneuH(j)HKauHje 3a Me^ynpoH3BOAe h ah  roTOBe ra- 
AeHCKe npenapaTe Tpe6a HajMaite Aa caApace:

a) Ha3HB,

6 ) onnc cjx)pMe A03Hpau>a h jauHHy,

b) (J)opMyAy H3paAe,
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r ) ^eTajbe naKOBaita,

a ) cneuH(J)HKauHje 3a y3opKOBan>e h Tecrapaibe hah pe- 
(j)epeHuy Ka npouenypn,

5) KBajiHTaTHBHe h KBaHTHTaTHBHe 3axTjeBe ca npH- 
XBaTibHBHM orpaHHHeiBHMa,

e ) ycnoBe uyBaiba, MHKpoönonouiKe 3axTjeße h 6hjio Ko­
je  cneuHcJjHHHO yno30peH>e npn pyKOBan>y, ro je  je  npHMje- 
H>HBO, h

3k) poK TpajaH>a.

6.2. r i o c x y n u H  H 3 p a ^ e  r a n e H C K H X  n p e n a p a T a

HnaH 21.

(1 ) IIocTynuH H3pa^e raneHCKHX npenapaTa noApa3y- 
Mnjeßajy AeTan>He HHCTpyKunje 3a H3paAy, naKOBan>e, ko h - 
Tpony KBajiHTeTa, yKJbynyjyhn cße npouece h onepaunje.

(2 ) FIocTynuH H3pa^e rajieHCKor npenapaTa rpe6a Haj- 
Man>e Aa caAp>xe:

a )  Ha3HB npenapaTa,

6) onnc (j)opMe A03HpaH>a h jaunHy,

b) BejiHHHHy naKOBaita,

r ) BpCTy H KOJIHHHHy CBHX nOJia3HHX CHpOBHHa Koje he ce 
KOpHCTHTH,

a )  oneKHBaHy KonHHHHy MeljynpoH3BOAa hjih totobot 
rajieHCKor npenapaTa,

5) aerajbHe HHCTpyKunje cbhx KopaKa y H3paAH raneH- 
cKor npenapaTa,

e) nocTynKe 3a KOHTpony yHyTap npoueca ca npn- 
XBaTJbHBHM orpaHHneibHMa n

>k) ycjioße nyBan.a n yno30peiba, ruje je  npHMjeibHBo.

(3 ) riocTynun  naKOBan>a Tpeöa HajMan>e a a caAp>fce:

a ) HB3HB npenapaTa,

6) c}>opMy A03npaH>a n jannny,

b) BejiHHHHy naKOBaiba,

r )  TeKCT oönibe^caBaiba hjih opHrHHajmy CHraaTypy,

a ) JiHCTy HeonxoAHor naKOBnor MaTepnjana, yKjbynyjyhn 
THn, CneUH(J)HKanHjy, BejiHHHHy H KOAHHHHy,

5) AeTaibHe nocTynxe (f)a3a naKOBaita,

e ) nocTynxe 3a KOHTpojiy yHyTap npoueca naKOBan>a ca 
npHXBaTJBHBHM o rp a H H u e ib H M a  H

>k)  ycjioße HyBaita, yKJbynyjyhH h MeljynpoH3BOA h yno- 
3opeH>a ru je je  npHMjeibHBo.

6.3. 3 a n n c H H U H

HjiaH 22.

(1) 3anncHHUH cy AOKyMeHTaunja npoueca H3paue, naxo- 
Baita h KOHTpojie KBaAHTeTa, npH neMy ce 3anucyjy pene- 
BaHrae HHiteHHue y Toxy H3paue raneHCKor npenapaTa.

(2) 3anHCHHUH npoueca H3paue h naKOBan>a rajieHCKor 
npenapaTa Tpeöa HajMau>e Aa caAp>xe:

a) noAaTKe o KBajiHTaTHBHOM h KBaHTHTaTHBHOM caAp- 
>Kajy cbhx KopHiuheHHX cnpoBHHa h aMÖana>Ke Kao u ito  cy 
öpo j cepnje, öpo j cepTHcjiHKaTa,

6) HACHTHC^HKauHjy raAencKor npenapaTa yKJbynyjyhH 
öpoj cepnje, cjiopMyny 3a H3paAy h AaTyM H3paAe,

b) HHcjjopMauHjy o  cbhm onepauHjaMa h 3ana>KaH>HMa, 
xao  lUTO je  AOKyMeHTaunja o  HHinheH>y, Baran>y, OHHTaBaity, 
npepanyHaßamy, y30pKOBan.y hta.,

r ) 3anHCHHKe xojn npaTe npouecHy KOHTpouy y H3paAH 
oApe^eHe cepnje h AOÖnjeHe pe3yATaTe KOHTpone,

a ) HMe, npe3HMe h noTirac OAroßopHor onepaiepa 3a 
3HanajHe npouecHe Kopaxe h KOHTpoAy,

5) H3BemTaj o OACTyna&y oa oAoöpeHe npoueAype,

e) npHHOc r o T O B o r  raAeHCxor npenapaTa h
>k) y3opKe KopnmheHHx cnraaTypa.

(3 ) 3anHCHHK npoueca H3paue Tpeöa Aa öyAe ounjeibeH h 
OAOÖpeu oa CTpaHe OAroßopHor AHua hah Anua OAroßopHor 
3a nyuiTaibe raAencKor npenapaTa y npoMeT.

Hiian 23.

3anncHHUH KOHTpoAe KBaAHTeTa Tpeöa HajMaae Aa ca- 
Ap>Ke:

a) Ha3HB npenapaTa,

ö) 4>opMy A03Hpaita h jauHHy,

b) öpoj naKOBaita,

r ) Ha3HB raAeHCKe AaöopaTopnje hah AoöaBjbana, 

a) MeTOAe TecTnpaiba,

5) pe3yATaTe Tecrapaita,

e) pox Tpajaiba noAa3HHx cnpoBHHa,

}k)  AaTyM TecTHpaiua,

3)  HMe, npe3HMe h noTnnc AHua xoje H3boah Teer h 

h) OAJiyKy o nyuiTaiby y npoMeT hah noBAanen>y ca Tp- 
>KHurra, yKjbynyjyhH HMe, npe3HMe h noTnuc OAroßopHor AH­
ua hah AHua OAroßopHor 3a nyuiTafta y npoMeT.

6.4. O n u iTe  n p o u e A y p e  h AOAaTHa AO KyMen -  
T a u n j a

Haah  24.

(1) OnuiTe npoueAype h AOAaraa AOKyMeHTaunja noApa- 
3yMHjeßajy HHCTpyKunje 3a H3Bo5eite cTaHAapAH30BaHHX 
npoueAypa h Apyre AOKa3e Kojn AOKyMeHTyjy HCTopnjy h 
KBaAHTeT rajieHCKor npenapaTa.

(2 ) ÜHcaHe npoueAype Tpeöa Aa ce H3paAe HajMaite 3a:

a) npHMaite, y30pK0BaH>e h oAoöpaBaae noAa3HHX cnpo- 
BHHa h aMÖana^xe,

ö ) OAOöpaBaite h noBAaneite Mel)ynpoH3BOAa hah toto- 
bot npenapaTa,

b)  noBAaneibe H3 npoMeTa totobhx raAeHCKnx npenapa­
Ta,

r ) KaAHÖpaunjy h KBanncJjHKauHjy onpeMe,

a )  HHinheH>e, Ae3HH(J)eKUHjy h 0Ap>KaBaH>e onpeMe h npo- 
CTopnja,

5) eAyKaunjy / TpeHHHr KaApa,

e) (J)yHKUHOHHcaH>e onpeMe,

3)  aKTHBHocTH y cnyuajy BaHpeAHnx okoahocth h

h) HHTepHH HaA30p.

7 . H3paAa raneH CK H X npenapaTa

HiicLH 25.

IIocTynaK H3paAe raAeHCKor npenapaTa Tpeöa Aa rapan- 
Tyje 3axTHjeßaHH KBaAHTeT.

MnaH 26.

(1) H3paAy rajieHCKHX npenapaTa Tpeöa Aa oöaBjta oöy- 
neH h eAyKOBaH KaAap, npn neMy raneHCKH npenapara Tpeöa 
Aa öyuy H3pa^eHH Ha ocHOBy nncaHHX nocTynaKa y KojnMa 
cy cbh peAeßaHTHH npouecn ao AeTajta 3anncaHH.

(2) rioAa3He CHpoBHHe npnje ynoTpeöe Tpeöa Aa öyuy 
OAoöpeHe, a hachthtct, Te^cHHa h 3anpeMHHa noAa3Hnx cnpo- 
bhha Tpeöa Aa öyuy He3aBHCHo npoßjepeHH oa CTpaHe Apyror 
AHua hah BAJiHAHpaHor KOMnjyTepH30BaHor cncTeMa.

(3) Koa H3paAe raaeHCKor npenapaTa Tpeöa Aa öyAy 
npeAy3eTe cße TexHHHKe n opraHH3aunoHe Mjepe Aa öh ce 
H3Öjeraa yHaKpcHa KOHTaMHHaunja.

(4 ) riocTynun Kojn cy npeuy3eTH y npouecy H3paAe ra- 
AeHCKor npenapaTa Tpeöa Aa ÖyAy 3aÖHJi>e5KeHH.

(5) Cßa onpeMa h MaTepnjann Kojn ce Kopncre y npoue­
cy H3paue raneHCKHX npenapaTa Tpeöa Aa öyAe OAroBapajy- 
ha HaMnjerbeHoj ynoTpeön.

(6 ) raneHCKH npenapara h MaTepnjaAH Tpeöa Aa öyAy 3a- 
UITHheHH npOTHB MHKpOÖHOAOUIKHX H ApyrHX KOHTaMHHa- 
unja y cbhm (j)a3aMa H3paAe.

(7) Y  TOKy H3paAe raneHCKor npenapaTa cbh npoayKTH 
Tpeöa Aa öyAy HAeHTHcjiHKOBaHH, a cnraaType hah 03Hai<e Ha 
KOHTejHepHMa h onpeMH Tpeöa na öyAy jacHe h hcabocmh- 
cneHe.
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(8 ) CBe BpHjeMe y  TOKy H3paAe rajieHCKor npenapaTa 
onepaTHBHH CTaTyc n pocropn ja  h onpeMe Tpeóa na. óyAe ja - 
caH.

7.1. C n p e n a B a i b e  y H a K p c H e  K O H T a M H H a u n j e

MjiaH 27.

YHaKpcHa KOHTaMHHauHj'a Tpeóa Aa óyAe H30jerHyTa 
npe,ay3HMaH>eM OAroBapajyhnx tcxhhhkhx h opraHH3aijHo- 
hhx Mjepa.

7.2. I I o j i a 3 H e  CHp OBHHe

HnaH 28.

(1 ) llo jia3H e CHpoBHHe Koje ce Kopnere 3a H3paAy rajreH- 
CKor npenapaTa Tpeóa n a  oAroBapajy cneuH^HKaunjn.

(2 ) nona3He cnpoBHHe Tpeóa Aa ce nyBajy y opnruHaji- 
hhm KOHTejHepnMa, a yKOJWKO ce npeHoce y Apyre KOHTejHe- 
pe, ohh Tpeóa n a  óyAy hhcth h cnrHHpaHH ca cbhm cneuH-
(})HHHHM HH(J)OpMaUHjaMa.

(3 ) KBajiHTeT nojia3Hnx cnpoBHHa 3a H3paAy rajieHCKnx 
npenapaTa Tpeóa Aa óyAe ocnrypaH y TOKy unjejior nepnoAa 
ynoTpeóe, a Mnjemaite pa3AHHHTHx naKOBaH>a Hnje ao3bo- 
jbeHO.

(4 ) flaTyM  npBor OTBapatba Tpeóa Aa óyAe Ha3HaneH 3a 
nojia3ne cnpoBHHe ca KpaTKHM pokom ynoTpeóe.

(5 ) riojia3He cnpoBHHe h ctck jio t poxa  ynoTpeóe Tpeóa Aa 
6yny  yHHuiTeHe, o  neMy ce boah eBHAeHnnja.

7.3. r i o c T y n a K  H 3 p a A e

HuaH 29.

(1 ) n pn je  Hero u ito  3anoHHe nocTynaK H3paAe rajieHCKor 
npenapaTa baacho je  ocnrypaTH na  cy paAHe npocTopnje n 
onpeMa hhcth, n a  HeMa cnpoBHHa h np0H3B0Aa Kojn HHcy 
noTpeÓHH 3a 3axTHjeBaHy onepaunjy h na  je  (^yHKHHOHHcaibe 
onpeMe 3aAOBOA>aBajyhe.

(2 ) MeI)ynpoH3BOAH xpeóa Aa óyAy nyBaHH noA OAroBa- 
pajyhHM ycAOBHMa h jacHO 03HaneHH.

(3 ) Bhiiikobh cnpoBHHa 3a H3paAy rajieHCKHx npenapaTa 
Tpeóa Aa óyAy yHHiiiTeHH, a Mory óh th  BpafreHH y  3ajinxe ca- 
MO noćen je BepH(j)HKaHHje.

7.4. A M Ó a n a ^ c a

^jiaH  30.

(1 ) AMÓana>Ka 3a rajieHCKe npenapaTa MOAce ce k o ph c th - 
th  aKO je  oAroBapajyha 3a HaMHjen>eHy cBpxy h aKO He no- 
CTojn pH3HK Aa aMÓaAa>Ka hjih chctcm 3a 3aTBapan>e HMa He- 
raTHBaH yTHuaj Ha raAeHCKe npenapaTe.

(2 ) KaKO 6h ce HCKJbyHHjie rpemKe lipn cHrHHpaity, ch- 
rHHpaH>e Tpeóa Aa ce oóaBJta OAMax HaKOH nyn>eH>a h 3aTBa- 
pan>a.

(3) CnrHaTypa Tpeóa óh th  Ha bhahom MjecTy h HajMan>e 
caAp>KaBaTH:

a ) Ha3HB npenapaTa,

ó ) (j)opMy A03Hpaiba,

b) aKTHBHy cyncTaHHy h KOAHHHHy,

r )  cacTaB raAeHCKor npenapaTa,

A ) ópo j cepnje,

I)) AaTyM HCTHuaaa poKa Tpajaita , rAje je  npHMjeH»HBO, 
pon ynoTpeóe h

e ) noTnnc AHua OAroBOpHor 3a H3paAy raAeHCKor npena­
paTa.

(4 ) AMÓajiaaca Kojoj je  HCTei<ao poK hah je  HencnpaBHa 
Tpeóa ce yHHumrra npeMa noceÓHOM nponncy Kojn peryAH- 
uie OTnaA.

HAaH 31.
(1 ) OAÓaneHa cnpoBHHa, aMÓaAaAca h to tob h  raAeHCKH 

npenapaTH Tpeóa Aa óyAy 03HaneHH h nyBaHH y oABojeHOM 
npocTOpy.

(2 ) npepaAa OAÓaneHHx CHpoBHHa, aMÓaAaAce hah to to -  
bhx raAeHCKHX npenapaTa je  Moryfra caMO H3y3eTHO h y3 
0A0Ópen.e OAroBOpHor AHua 3a CBaKy nojeAHHaHHy cnpoBH- 
Hy, aMÓaAaAcy hah to to b  raAeHCKH npenapaT.

8. KoHTpoAa KBaAHTeTa

HAaH 32.

(1) KoHTpoAa KBaAHTeTa ocnrypaBa Aa cy cbh 3axTjeBH y 
Be3H ca KBaAHTeTOM HcnyH>eHH.

(2) KoHTpoAa KBaAHTeTa ocnrypaBa Aa cy cnpoBeACHH 
HeonxoAHH TecTOBH, Aa raAeHCKH npenapaT 3aAOBOA>aBa 3a- 
XTjeBe KBaAHTeTa h Aa ce Kao TanaB MOAce n yc ra ra  y npoMeT.

(3 ) KoHTpoAa KBaAHTeTa h nyiirraibe y npoMeT raAen- 
CKor npenapaTa Tpeóa Aa óyAy He3aBHCHH h oABojeHH oa aK- 
THBHOCTH y H3paAH HCTHX.

^AaH 33.

(1 ) OnpeMa 3a TecTHpaibe Tpeóa Aa óyAe OAroBapajyha y 
cKAaAy ca HaMjeHOM.

(2) CBe onepannje Tpeóa Aa ce H3BOAe y CKAaAy ca Ae(J)H- 
HHcaHHM npOAeAypaMa h Aa óyAy 3aÓHA>e>KeHe.

(3) 3anncHHUH Tecrapaiba Tpeóa Aa óyAy canyBaHH y 
CKAaAy ca poKOBHMa Kojn cy yTBpljeHH noceÓHHM nponncoM.

8.1.Y3opKOBaH>e

^ÍAaH 34.

(1) Y3opuH Kojn cy y3eTH 3a aHaAH3y Tpeóa Aa óyAy pe- 
npe3eHTaTHBHH.

(2) KaAa je  totob raAeHCKH npenapaT npeAMeT anaAH- 
THHKe KOHTpoAe, oAroBapajyhn ópo j y30paKa Tpeóa Aa óyAe 
canyBaH OAroBapajyhe BpnjeMe HaKOH HCTeKa poKa TpajaH>a.

8.2. T e c T H p a i t e

^AaH 35.

3axTjeBH KBaAHTeTa h Tecrapaiba Tpeóa Aa óyAy y CKAa­
Ay ca BaAceñoM <j)apMaKonejoM.

8.3. nyuiTaH>e  y n p o M e T

Haah  36.

(1) nyuiTaH>e raAeHCKHX npenapaTa y npoMeT Tpeóa Aa 
yKjtynyje BepHcjDHKaunjy Aa npenapaT OAroBapa 3axrajeBa- 
hhm cneuH(j)HKaHHjaMa h Aa je H3pal)eH y CKAaAy ca npoueAy- 
paMa h npHHunnHMa Aoópe npoH3Bot)aHKe npaKce y H3paAH 
raAeHCKHX npenapaTa.

(2) 3a KBaAHTeT totobot raAeHCKor npenapaTa Kojn je  
nyuiTeH y npoMeT OAroBopaH je  pyKOBOAHAau raAeHCKe Aa- 
óopaTopnje.

9 . KoHTpoAa KBaAHTeTa h aHaAH3e no yrosopy

Haah  37.

3a KOHTpoAy KBaAHTeTa h aHaAH3e no yroBOpy Tpeóa Aa 
nocTojn nncMeHH yroBop H3Mehy yroBOpHHx CTpaHa, oa  ko- 
jn x  je  jeAHa CTpaHa HapyqHAau, a Apyra H3BpniHAan KOHTpo- 
Ae KBaAHTeTa, KojHM ce Aecj)HHHmy rbHXOBa npaBa h oóaBe3e.

9.1. H a p y n H A a u  K O H T p o A e  K B a A H T e T a

H n a u  38.

(1 ) HapynHAau KOHTpoAe KBaAHTeTa Ay^caH je Aa npo- 
HHjeHH cnocoÓHocT H3BpuiHou,a yroBopa Aa ycnjeiimo H3Be- 
Ae yroBopeHe nocAOBe.

(2) HapynHAau KOHTpoAe KBaAHTeTa je  nyy^an  Aa H3Bp- 
uiHouy yroBopa oóe3ÓnjeAH CBe HeonxoAHe HH(j)opMauHje 
Koje cy noTpeÓHe 3a npaBHAHo H3Bol)eH>e KOHTpoAe KBaAHTe­
Ta, y CKAaAy ca 3aKOHOM.

(3) HapynHAau KOHTpoAe KBaAHTeTa Tpeóa Aa nyaa  ripOTO- 
KOAe H3paAe, aHaAH3e h ncnopyKe Kao h pe(j)epeHTHe y3opK*e.

9.2. H 3 B p n i H A a u  y r o B o p a

^AaH 39.

(1) M3BpuiHAau yroBopa Tpeóa Aa óyAe perncTpoBaH 3a 
AjeAaTHOCT KOHTpOAe KBaAHTeTa.

(2 ) H3BpuiHAau yroBopa He MOAce 3aKibyHHBaTH yroBop 
3a noBjepeHH nocao ca TpehHM ahhcm óe3 carnacHOCTH Hapy- 
HHona KOHTpoAe KBaAHTeTa.

(3 ) IÍ3BpiiiHAau yroBopa AyacaH je  Aa ce y3Ap>KaBa oa  óh- 
AO KOjHX aKTHBHOCTH KOje MOTy yTHUaTH Ha KBaAHTeT aHaAH- 
3Hpanor raAeHCKor npenapaTa.
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9.3. y r o B o p

HaaH 40.

(1 ) YroBopHe CTpaHe Tpe6a aa 3aKJbyne nncMeHH yroBop, 
y KojeM he 6hth  HaBeaeHe nojeAHHaaHe oAroBOpHocra Be3a- 
He 3a KOHTpojiy KBajiHTeTa raaeHCKor npenapaTa.

(2 ) YroBopoM ce Aecj)HHHiiiy oaroBopHOCT 3a Ha6aBKy cn- 
poBHHa h aM6ajia>ice, HcnHTHBaite h oAo6paBan>e cnpoBHHa 
h aMSaaaace, H3paaa h KOHTpony KBaanTeTa CBane cepnje ra- 
jieHCKor npenapaTa, yKJbyayjyhH nponecHy KOHTpojiy, Te oa- 
roBopHOCT 3a y3opKOBan>e h HcnHTHBaite.

(3) YroBopoM ce Ae(J)HHHnie Koje he Jinue OAo6paBaTH ce- 
pHje 3a npoaajy rajieHCKor npenapaTa n oaroBopHocT tot 
jinna y CKJia^y ca noce6HHM nponncoM.

(4 ) Y  yroBopy Tpe6a Aa 6yae Ae(j)HHHcaHO npaBo Hapyan- 
ona KOHTpojie KBajiHTeTa aa  MO>Ke h3bpujhth yBna y npocTO- 
pnje h  nocTynaK KOHTpojie KBajiHTeTa k o j i H3BpuiHona k o h - 

Tpojie KBajiHTeTa.

10. M3paaa cxepHJiHHx rajiencKHx npenapaTa

HaaH 41.

n PH H3pajiH cTepHJiHHx rajieHCKHx npenapaTa npHMje- 
H>yjy ce CMj'epHHue ao6 pe  npoH3Bol)a4Ke npaKce y 
npoH3BojiH>H jinjeKOBa.

HjiaH 42.

OBaj npaBHjiHHK cTyna na CHary ocmot aaHa oa AaHa 
o6jaBJbHBan>a y “ Cay>K6eHOM rjiacHHKy Peny6jiHKe CpncKe” .

Bpoj: 07-020-36/09
10. aeijeM6pa 2009. roaHHC MHHHCTap,
Ban>a Jlyxa Phhko lilKpSnh, c.p.
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H a ocHOBy aaaHa 7. ctbb 3. 3aKOHa o anoTeKapcKoj aje- 
jiaTHOcTH (“ Cjiy>K6eHH rjiacHHK Peny6jiHKe CpncKe” , 6poj 
119/08) h aaaHa 82. 3aKOHa o penyOanaKoj ynpaBH ( “ Cay- 
^c6eHH rjiacHHK PenySjiHKe CpncKe” , 6p. 118/08 h 11/09), a 
Ha npnjeaaor OapManeyrace KOMOpe Peny6jiHKe CpncKe, 
MHHHCTap 3jipaBjba h counjajiHe 3auiTHTe h o h o c h

nPABHJIHH K
O BPCTM K03METHHKHX H £PyrH X  CPE/JCTABA 3A 

3ALUTHTY 3^PABJbA, OCTAJIHX nPOH3BOM KOJHMA 
CE OEABJbA ilPOMET HA MAJIO Y AFIOTEUH H

CIJELIH JAJIH30BAHOJ IJPOJJABHHUH M YCJIYrA 
KOJE CE M O ry  nPYHCATH y  AnOTEUH

HnaH 1.

Obhm npaBHjiHHKOM ypeijy jy ce BpcTa ko3mcthhkhx h 
Apyrux cpeacTaBa 3a 3auiTHTy 3ApaBJba, ocTajiHx npoH3Boaa 
KojHMa ce MO)Ke o6aBJtaTH npoMeT Ha Majio y anoTenn h cne- 
HHjajiH30BaHoj npojiaBHHHH, Kao h ycnyra Koje ce Mory npy- 
>KaTH y anoTenn.

HaaH 2.

(1 ) PaaH onyBaiba h 3aiirnrre 3apaBjba rpaljaHa y anoTe- 
HH ce, nopea JinjeKOBa h MeaHijHHCKHx cpeacTaBa, MO>Ke npo- 
MeTOBaTH K03MCTH4KHM CpeACTBHMA HaBejICHHM y JIhcth ko- 
3MeTHHKHx cpeacTaBa Koja ce Hajia3H y npHJiory 1. obot npa- 
BHJIHHKa H 4HHH H>erOB CBCTaBHH JIHO.

(2 ) y  anoTenn ce, nopea JinjeKOBa h mcjihlihhckhx cpea- 
CTaBa, MO>Ke npoMeTOBaTH h ApyraM cpeacTBHMa 3a oayBaite 
h 3auiTHTy 3ApaBjba rpaljaHa HaBeaeHHM y JIhcth apyrnx 
cpeacTaBa 3a 3auiTHTy 3ApaBJba rpaljaHa, i<oja ce Hajia3H y 
iipHJiory 2. obot npaBHjiHHKa h hhhh HberoB cacTaBHH aho.

HjiaH 3.

Ko3MeTHHKHM h apyrHM CpeACTBHMa H3 aaaHa 2. OBOT 
npaBHjiHHKa MO>xe ce o6aBJi>aTH npoMeT Ha Majio h y cneuH- 
jaJiH30BaHoj npojiaBHHHH.

HjiaH 4.

BaHba pajiH onyBaiba, yHanpel)eH>a h 3auiTHTe 3jipaBJta rpa-
l)aHa y anoTenn ce, nopea o6e36jel)HBaH>a aocrynHocTH jm je- 
KOBa h MeanuHHCKHx cpeacraBa, FbHxoBe pannoHajiHe yno- 
Tpeöe, HH4)opMHcaH>a o anjeKOBHMa h (jiapMaKOBHrnaaHue, 
Mory npy>KaTH h aoaaTHe ycayre.

(2 ) floAaTHe ycayre Koje ce npy>Kajy y anoTenn HMajy 
HCKJbynHBo caßjeTOAaBHH KapaKTep h He npy>Kajy ce y CBpxy 
AHjarHocTHKOBaH>a.

HaaH 5.

¿JoaaTHe ycayre H3 aaaHa 4. obot npaBHAHHKa noapa3y- 
MHjeßajy ycjiyre M jepeita OApe^eHHX napaMeTapa Koje naun- 
jeHTH M ory h  caMOCTaAHO o a p c a h t h  y nocTynKy caMOKOH- 
Tpone, Kao h  ycayre  Koje ce npy>Kajy y muty caBjeTOBaaa o 
npaBHAHoj ynoTpeÖH ko3mcthhkhx cpeACTaBa.

HaaH 6.

floAaTHe ycayre Koje ce npy>Kajy y cicaaay c obhm npa- 
bhahhkom npy>Kajy ce y npocTOpy anoTeKe Kojn je  oape^eH 
3a noßjepjbHBH pa3roBop.

HaaH 7.

Oßaj npaBHAHHK CTyna Ha CHary ocMor aaHa o a  AaHa 
oöjaBJbHBafta y “ Cay>K6eHOM raacHHKy PenyöanKe CpncKe” .

Bpoj: 11/07-020-38/09
18. AeneMÖpa 2009. roAHHe MHHHCTap,
BaH>a JlyKa ^ p  PaHKo IÜKpÖHh, c.p.

I lp n a o r  1.

JlncTa K03MexHHKnx cpeacxaBa
(K03MeTHHKH lipOH3BOAH 3a AHHHy XHmjeHy,

________ H>ery, 3aniTHTy h  yj~benmaBaH>e anqa h  THjeaa)

T P y r iA  A  - IIpoH3BOAH Kojn AQJia3e y AQAnp ca cay3nnuoM

PeA-
6poj Ha3HB
1 2
1. nacTe, nparnuH h TaöaeTe 3a 3y6e
2. CnpejeBH, tchhocth h reaoBH 3a oap^aBaibe

XHrnjene ycHe inynjbHHe
3. npoH3BOAH 3a yji>enmaBaH>e, 6ojen>e h 3aniTHTy

ycaHa
4. CpeacTBa 3a 3auiTHTy h pacT TpenaBHija
6. ripoH3BOAH 3a yjbeninaBaH>e h 6ojeibe noapyaja

OKO OHHjy
6. npoH3BOAH 3a HHTHMHy xHrnjeHy
7. npainuH, KpeMe, TaöaeTe, nocyae 3a HHmheH>e h

OAp^<aBaH>e 3yÖHHx npoTe3a

T P y r iA  B - npoH3BOAH koj’h ocxajy Ay^ce BpnjeMe y AOAnpy 
C K02KOM

Pea*
6poj Ha3HB
1 2
1. KpeMe 3a a Hue h rajeao
2. ManjeKa, aochohh, 6aa3aMH, yjba, reaoBH h MacKe

3a H,ery KO>Ke
3. Tohhhh 3a anue h rajeao
4. ApoMaTHHHe Boae 3a H>ery anna h THjeaa
5. 3aniTHTHe KpeMe 3a pyKe h Hore
6. CpeacTBa 3a 3auiTHTy Ko>Ke oa uiTeranx ajenoBaita

(U V  3paaeH>e h ocTaao)
7. npOH3BOAH 3a H36jeJBHBaH>e H TaMH>eH>e KO)Ke
8. IlyAepH 3a anne h rajeao
9. Cneu;H(j)H4HH npoH3Boan 3a öojeBbe h yjbenmaBarbe

anna
10. Jie30AopaHCH h aHTHnepcnnpaHcn
11. npOH3BOAH 3a nap^)eMHcaH>e rajeaa

F P Y IIA  B - ripoH3BOAH Kojn ce HaKOH KpaxKor BpeMena 
OAcxpaH>yjy c Ko>Ke nan ce ynoxpeÖJbaßajy 3a yjbenuiaBaibe 
h 6ojeH>e Koce nan noKxnjy

PeA.
6poj______________  Ha3HB

(1 ) y  CBpxy npoMomije 3ApaBjba, 3ApaBCTBeHor i __________________________  -_______________
BacnHTan>a, cnpoBo^eiba npeßeHTHBHHx Mjepa h caßjeTO- 1. JIochohh, yjba, BOAe, reaoBH h KpeMe 3a Kocy


