MIHICTOPCTBA MHUHUCTEPCTBO
AXOBBbI 3I[APO§U7H Gy 31PABOOXPAHEHMUA
POCIIYBJIIKI BEJIAPYCH PECITIYBJIUKAU
BEJIAPYCH
3ATA MPUKA3
27.05.2021 Ne 612
r. Minck r. Musck

OO0 arrecTallMOHHONW KOMHCCHUHM IO
arTecTaluu YIIOJTHOMOYECHHBIX JINII
IIPOM3BOAUTEIICH JICKAPCTBEHHBIX CPEIACTB

Ha ocHoBanuu yactu yeTBepTor myHKTa 5 MHCTpyKIMU 0 TpeOOBaHUSX,
NPENBSABISIEMBIX K YINOJHOMOYEHHBIM  JHMUAM  IPOU3BOAUTEIEH
JIEKAPCTBEHHBIX CPEACTB, M TOPSIAKE HX aTTECTAlUH, YTBEPKICHHOU
nocTaHoBjieHMeM MUHKCTEpCTBa 3/ipaBooxpaHeHus Pecriyonuku benapyce ot
18 Hos6ps 2020 r. Ne 103, moamynkrta 9.3 mynkra 9 Ilomoxenus o
MunucrtepctBe 3apaBooxpaHeHuss PecnyOnuku benapych, yTBEp:KIEHHOTO
noctanoBiieareM Coeta MunuctpoB PecriyOonmku benapych ot 28 okTs0ps
2011 r. Ne 1446,

[TPUKA3BIBAIO:

1.  VrtBepnurs Ilonoxkenue o mnopsiake padOThl ATTECTALIMOHHOW
KOMHMCCUH 10 aTTECTAallMM YMNOJHOMOYEHHBIX JIML NIPOU3BOIUTEINIEH
JIEKapCTBEHHBIX CPEJICTB U 3KCIEPTHOM Irpymbl (IpUIIaraeTcs).

2. OnpenenuTs:

COCTaB aTTECTAIMOHHOM KOMHMCCHHM II0 aTTECTALUU YIOJHOMOYECHHBIX
JIULL TIPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB COMIACHO MPHWIOKEHHUIO | ;

COCTaB AKCIIEPTHOM I'PYIIbI aTTECTAMOHHON KOMUCCHUH T10 aTTECTALIUU
YIOJIHOMOYEHHBIX JIML NPOU3BOJIUTENIEN JEKAPCTBEHHBIX CPEJICTB COrJIACHO
MPUIIOKEHUIO 2.

3. KoHTpoib 3a UCIOJIHEHHEM HACTOSIIEro MpUKa3a BO3JIOXKHUTH Ha
3amecturtess Munuctpa — ['J1aBHOTO rOCyIapCTBEHHOIO CAaHUTAPHOIO Bpada
Pecnyommku benapycs Tapacenko A.A.

Munuctp J.J1.IIuneBnu



[Ipunoxenue 1 k npukazy
MuHuCTEPCTBA 3APABOOXPAHEHUS
Pecny6nuku bemapych ot

27.05.2021 Ne 612
CocTaB aTTecTallMOHHON KOMUCCHUM 110 aTTECTAllU YIIOJJHOMOYEHHBIX
JIAIL] TTPOU3BOJUTEIIEH JIEKAPCTBEHHBIX CPEJCTB

No 0)4(0) Mecto paboThl JomKHOCTh

n/m

1. Tapacenko MuHHCTEpCTBO 3amecturens MuHuctpa —
AJlekcanip 31pPaBOOXPAHEHUS ' 1aBHBIH rocy1apCTBEHHBIN
AJIEKCaHIPOBUY caHuUTapHbIN Bpau Pecrybnuku
(mpeacenaTens) benapych

2. JlaBHUK MuHucTEepCcTBO Hauanpauk oTIela
Enena bopucoBHa | 31paBoOXpaHEeHUS (bapMmarieBTHYECKOM
(3amecTUTEeIb WHCTICKITUN
TpeJice1aTes)

3. lamanoBuu l'ocynapctBenHOE Jupextop
Buiagnmup NpEeapUsITHE «HITL]

HukonaeBnu JIOTHUOC»
(3aMecTHTEIh
npeaceaaTes)

4, MypaBunkas I'ocynapcTBeHHOE I'maBHBIM CIICIUAJIUCT
Mapus IpeanpusTUe «HIIL] | oTpacieBoro uHGOpPMAITUOHHO-
BacunbeBHa JIOTHUOC» METOJIMYECKOr0  ILIEHTpa IO
(cexpeTapn) BOIIpOCam obecrnieueHus

KauecTBa

S. lonsik YO «bI'MVY» 3aBenyronui Kadeapon
Haranbs (bapmareBTHIECKOM
CrenaHoBHa TEXHOJIOTHH

6. I'punbKO VII «llentp skcneptu3 u | Aupexrop
Jmutpuit VCIIBITAHU U B
Branumuposuu 3/1paBOOXPAHECHUIY

7. ITonmyTHHKOB VII «llentp sxcneptus u | ['maBHBIM CIIEIUAIUCT
Jmutpuit VCIIBITAHU U B | YIIpaBJICHUS HaJUIeKAIIAX
MuxainoBud 3paBOOXPAHECHUN» (dhapMaleBTHYECKUX MPAKTUK

8. CotnukoBa [lapss | MunucrepcTBo KoHcynpTaHT ynpaBieHus 10
CepreeBHa 3/1paBOOXPaHEHMS JIMLIEH3UPOBAHUIO

0. CrenanoBa VYrpasnsomas KOMIIaHUs | 3aMECTUTENb HayaJIbHUKA
Csetnana XOJITUHTa yIpaBiIeHUs OpraHu3anuu
NnprHnuna «bendapmmpom» MPOU3BOJACTBA, WHBECTUIIUN M

MEPCIIEKTUBHOTO PA3BUTHUSA

10. | Spannesa YO «bI'MVY» 3aBeayronui kadenpoit

Haranps (bapMareBTHIECKON XUMUH

JMuTpueBHa




[Ipunoxenue 2 Kk npukasy
MuHuCTEPCTBA 3APABOOXPAHEHUS
Pecny6nuku bemapych ot

27.05.2021 Ne 612

CocraB 3KCnepTHOM IPyNIlbl aTTECTALIMOHHON KOMHUCCHUU 11O

ATTCCTAMU YIIOJTHOMOUYCHHBIX JIUI] HpOHBBOI[HTCHGfI JICKaApPCTBCHHbIX

CpEACTB

Ne 01410 MecTo paboTbI JlomkHOCTD

/o

1. | BykoHkun VII «ldenTtp 3xcnepTus u | [ maBHbIN CIIELUAIUCT
Anekcanap UCIIBITAHUI B | YIIPaBJICHUS  HaJJIeXKallNX
HBaHoBuY 3ApaBOOXPAHECHUN dhapMaIeBTUYECKUX TPAKTUK

2. | Honronukosa VII «llenTtp 3xcnepTus u | [ naBHbIN CIIELUAIUCT
Anna UCIIBITAHUI B | YIIPaBJICHHUS  HaJJIeXKAallINX
HuxkonaeBHa 3ApaBOOXPAHECHHUMY (hapMalleBTUUECKUX MPAKTUK

3. | 3enenko I'enena | YII «llentp sxcneptus u | ['maBHbII CIEIUAIIACT
AHaTONBEBHA WCTIBITAHUN B | YIPAaBICHUS  HAJICKAIIUX

3ApaBOOXPAHECHHUMNY (hapMalleBTUUECKUX MPAKTUK

4. KoaroBnu MunucTepcTBO I'maBHBIN crIEMUAIINCT OTIENIA
FOnus FOpbeBHa | 31paBooxXpaHeHUs bapmareBTHYECKON

MHCIEKIUH

5. | KpykoBuu I'V «l"ochapmuamzop» HavansHuk otnena Haazopa
Poman 3a (hapMareBTHYECKOM
AHAaTOJIbEBUY JESITEIBHOCTBIO  YIIPABIICHUSA

OpraHu3alMd  Haja3opa B
chepe oOpalieHus
JIEKAPCTBEHHBIX CPEICTB

I'V «I'occhapmuanzop»

6. | Maiicak VII «enTtp 3xcnieptu3 u | Benyrommit CIIEIAATUCT
Muxani HUCIIBITAaHUMN B | yIIpaBJICHUSA HaJICKAIIUX
Bagumosuu 3ApaBOOXPAHECHUMNY dhapMaIeBTUYECKUX PAKTUK

7. | Menenuyk VII «denTtp 3xcnepTus u | [ maBHbIN CIIEUAIUCT
Exarepuna HUCIIBITAaHUMN B | yIIpaBJICHUSA HaJICKAIIUX
BsiueciiaBoBHa | 31paBOOXpPaHEHUN» dhapMaIeBTUYECKUX PAKTUK

8. | Moiicak VII «llentp 3xcneptu3 u | Benyrommn CIICLIUATIUCT
AJiekcanap WCTIBITAHUU B | YIpaBICHUSI  HaIJIeXKaAIIUX
BukTopoBuu 3ApaBOOXPAHECHUNY (hapMalleBTUUECKUX MPAKTUK

9. ITonomapesa MuHHUCTEPCTBO I maBHBIN crienuaauCcT oTAcHa
Mapus 31paBOOXPaHEHUs bapmaneBTHYECKON
MuxaiioBHa UHCIICKLINHU




10. | Ilpoxoposa VII «entp 3xcnieptus u | [ maBHbIN CIIELIUAJIUCT
Maprapura HUCIILITAaHUHU B | yIIpaBJICHUSA HaJICKAIUX
BukropoBHa 31paBOOXPAHEHUN (hapMaIeBTUYECKUX PAKTUK

11. | CutbkO MunuCTEPCTBO ['J1aBHBIN CIENHAIACT OTAENA
TaTpsana 3ApaBOOXPAHEHHUS dbapmareBTHUECKOM
HBaHoBHa MHCIICKIAH

12. | Tymens VII «Identp 3xcnepru3 u | HauanbHuk YITPaBJICHUS
TaTpsana UCIIBITAHUI B | HAIJIEXKAIIUX
JleoHn0oBHA 31paBOOXPAHEHUN dbapMaleBTUYECKUX TPAKTUK

13. | YepHsBckuit VII «entp sxcnieptrs u | [ maBHbIN CIICLINAJIUCT
Anartonni HUCIIBITAaHUHN B | yIIpaBJICHUSA HaJIC)KAIUX
HNocudosuu 3ApaBOOXPAHECHHUMY (hapMalleBTUUECKUX MPAKTUK

14. | [lIn6anko VII «entp sxcneptus u | Cnenuanuct yIPaBJICHHUS
Bnaagucnas WCTIBITAHUN B | HAJIEXKAILUX
Hropesuy 3ApaBOOXPaHECHUN dhapMaIeBTUYECKUX TPAKTUK

15. | SIxumoBUY VII «llenTtp 3xcnepTus u | [ maBHbIN CIIELUAIUCT
Makcum UCIIBITAHUI B | YIPaBJICHHUS  HaJJIeXKallNX
Huxkomaesuu 3ApaBOOXPAHECHUN dhapMaIeBTUYECKUX TPAKTUK




YTBEPXJIEHO
[Ipukas
MuHUCTEPCTBA 3APABOOXPAHEHUS

Pecnybnuku benapych
27.05.2021 Ne 612

I[TOJIOXKXEHUE

O TIOpsAaKe  paboOThl  aTTECTAIIMOHHOM
KOMHCCHUH IO aTTeCTallMd YHOJHOMOYEHHBIX
JINLI MPOU3BOIUTEIICH JIEKapCTBEHHBIX
CPEACTB U DKCIIEPTHOM I'PYMIIBI

1. Hacrosimee [Tonoxenne OIpeNeseT HOPSIZIOK ~ PabOTHI
aTTECTAllMOHHOM KOMMCCHUU TI0 aTTeCTAllMd  YIOJHOMOYEHHBIX  JIUII
MPOU3BOIUTENICH JIEKAPCTBEHHBIX CPEJACTB U AKCIEPTHOM TpyMmbl (anee —
Komuccusi).

2. B cBoeii padote Komuccust u skcniepTHasi rpymnmna pyKOBOJACTBYIOTCSA
TpeOOBaHUSIMU 3aKOHOJATENIbCTBA, MEXKIYHAPOIHO-TIPABOBBIMU  aKTaMH,
COCTaBJISIIOIIMMU TMPaBO EBpa3uiickoro »KOHOMHYECKOTO coro3a B cdepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB, U HAacTosAUM [losoxkeHuem.

3. B mnacrosimiem IlonokeHUM UCHOIB3YIOTCS OCHOBHBIE TEPMUHBI
U UX ONpeJeieHUs B 3HAYCHUSX, YCTAaHOBJIEHHBIX 3akoHOM PecnyOnuku
benapychr ot 20 utons 2006 r. Ne 161-3 «O6 oOpaieHnn JeKapCTBEHHBIX
cpeactB»,  HMHCTpykmumed o  TpeOOBaHUAX,  MPEABABISIEMBIX K
YIOJIHOMOYEHHBIM JIMI[AM MPOU3BOJIUTENICH JIEKAPCTBEHHBIX CPEACTB, U
nopsjKe ux arrectanuu (nanee — MHCTpyKIwms).

4. Ynensl Komuccuu He BIpaBe MPECTaBISITh MHTEPECHhl OpraHu3aIui,
C KOTOPBIMHU COCTOSIT B TPYIOBBIX OTHOIIIECHUSX WJIW 3aKJIIOUMIIN TPaXKIaHCKO-
MIPABOBBIE JIOTOBOPHI.

5. Pabora Komuccum opranusyercss B (popme 3acenaHuil. 3acenaHus
Komuccnn mpoBoATCS B COOTBETCTBHH C TpaikoM, HE PEKe OJTHOTO pasa B
KBapTall.

Komuccuss mnpaBoMOYHa TOpPUHUMATh pEUICHHE TIPU  YCIOBUH
MPUCYTCTBHSL HA €€ 3aCeJaHWM HE MEHEE JIByX TPETEH €€ MEPCOHAIBHOTO
COCTaBa.

6. Komuccust mnpaBoMO4YHAa TPUHUMATh PEIICHUS OTHOCUTEIHLHO
SKBUBAJICHTHOCTH JUCHUIUIMH, YKa3aHHBIX B MPWIOKECHHUSIX K JUINIOMaM
YIOJHOMOYEHHBIX JIUI, TPOPUIHHBIM JUCIUIUIMHAM, YKA3aHHBIM B ITyHKTE 9
WNHCTpyKIUK, a TaKkKe HE BKIIOYATh JUCHUIUIAHBI JIJIs1 IOBTOPHOTO O0yYEHUS
(masiee — AMCUUILTAHBI I TIEPE3aueTa) U JUCIUIUIUHBI JUIs1 TOTMOJTHUTEIBHOTO
0OyYE€HUSI COTIIACHO MPUIIOXKEHUTO 1.


consultantplus://offline/ref=6A9E1E5144E21AE0965E71810AFD24AD6FD04B08A37348872847AB0DB435770CB4A9C9EFBE408CAA1360DC1BD4F682E7926Aw5G5L

7. Paboroii Komuccum pykoBoauT mnpexacenarens Komuccun —
3aMecTuTeslb MUHHCTpa 3paBOOXPAHEHHs, & BO BPEMSI €r0 OTCYTCTBUSA —
OJIH U3 3aMECTHUTENIEHN MpeaceaaTensl.

8. [Ipeacenarens Komuccuu:

opranuszyet padboty Komuccuu, skCriepTHON rpyMIIbI;

npeJceaTeNbCTBYET Ha 3aceaanusx Komuccuu;

OCYILIECTBIISICT OOLIMI KOHTPOJIb 32 peanu3anueil npuHsaThix Komuccuen
pELIEHNM;

pacnpeenseT 00s3aHHOCTH MEK Ty uiieHaMu Komuccuu u akcrepramus;

yTBepKaaeT rpaduk 3aceqanuii Komuccnu;

nopy4yaer oskcmepraM (IByM H 0o0jiee) pPacCMOTPEHHE W OLCHKY
uH(popmaluu, cojepKaileics B oTdyere o npohecCuoHaIbHON AeSTEIbHOCTH
YIOJIHOMOYEHHOTO Jihila 1Mo ¢opMe COrjJacHO NPUIOKEHUI0O 5 U HUHBIX
JOKYMEHTaX, MPeyCMOTPEHHbIX MyHKTOM 11 MHCTpyKIMu, u popmMupoBaHue
3aKio4YeHuss o0  oryete 0 NpoeCCUOHAIBHOM  JeATEIbHOCTH
YIOJTHOMOYEHHOTO JuIla (majgee — 3akiaodeHue) 1o ¢GopMe COIIacHO
MPUJIOKEHUIO 2 (anee — aTTECTAllMOHHbIE TOKYMEHTHI);

paccMaTpHUBaET 3aKJIFOYEHUE U ATTECTALIMOHHbBIE TOKYMEHTHI;

MOAMUCHIBAET MPOTOKOJ 3acenanusi KoMuccuu v aTTecTaliMOHHBIHN JIUCT.

9. Cekperapp Komuccuu:

OCYILIECTBJISICT MIPUEM U PETUCTPALIMIO B KypHase Mo popme COrjlacHO
NPUJIOKEHUIO 3 aTTEeCTAIlMOHHBIX JIOKYMEHTOB, IMPEJCTABICHHBIX B
pecnyOnMKaHCKOe yHHTapHOoe mpennpusarue «HaydHo-npakTudeckuil meHTp
JIOTUOC» (manee — HIIL «JIOTHUOC») npousBoguTENEM JIEKAPCTBEHHBIX
cpeacTB (mamee — 3asBUTENB), a TAK)K€ B COOTBETCTBHH C MyHKTOM 21
NHCcTpyKIMK 3asBJI€HUsT HA MPOXOXKJICHHE aTTECTAl[MU YIMOJIHOMOYEHHOIO
auna 1o (GopMe coriacHO MPUIOKEHUIO 4;

MPOBOJAUT TMPOBEPKY AaTTECTAIIMOHHBIX JOKYMEHTOB Ha MPEIMET HX
HaJW4us, TTOJTHOTHI U COOTBETCTBUS TpeboBaHusIM myHkTa 11 MHCTpyKIUM B
TeyeHue 5 pabounx JHEH;

MIPU HEMOJHOM KOMIUIEKTE JIOKYMEHTOB WJIM BBISIBICHUM HMHBIX
HECOOTBETCTBUI BO3BpAIIACT JOKYMEHTHI 3asIBUTEIIIO C YKa3aHUEM MIPUYUH U
OTMETKOH B )KypHaJe;

MHUIUHUpYET 3akiroyeHue gorosopa mexnay HIIL «JIOTHUOC» u
3agBuTENEM,

Ha3HA4YaeT JaTy U BpeMs IMPOBEICHHUS KOMIIBIOTEPHOTO TECTOBOTO
KOHTPOJISl 3HAHUM (J1aJieeé — TECTOBBIM KOHTPOJIb) YMOJHOMOYEHHOTO JIMIIA,
0 yeM HHpopMHpYyeT 3asBUTENS U YIMOJIHOMOYEHHOE JIMIO, B Clly4ae He
MPOXOKJIEHUS] TECTOBOTO KOHTPOJISI, YIIOJTHOMOYEHHOE JIUII0 MOXET MPOUTH
TECTOBBIM KOHTPOJIb IOBTOPHO, HO HE 00Jiee IBYX pa3;

nepeaeT MPUHATHIE aTTeCTAllMOHHBIE JOKYMEHTBI, JKCIEpTaM, O YeM
JIEJAETCA OTMETKA B )KYpHAJIE;



OCYILIECTBJISICT COOp 3aKIIOYEHUM OT ODKCIEPTOB U HX Ieperady B
Komuccuio;

Py OTPULIATEIILHOM 3aKJIIOYEHUH OJHOT0 IKCHEpTa JJisd MPOBEICHUS
AKCIIEPTU3bI JOTIOJHUTEIBHO npeacenarenem Komuccun npusniekaerc eme 1
AKCIIEPT, MPHU 3TOM CPOKH NPOBEICHUS SKCIEPTU3bl MPOIAKOTCS Ha 15
KaJICHIAPHBIX JHEH;

TOBOAUT TrpadUK BPEMEHU TMPOBEACHUS TECTOBOIO KOHTPOJS J0
YIIOJTHOMOYEHHOTO JINIA U 3asiBUTES;

noBoauT rpaduk 3acenanuii Komuccuu 1o ceenenus wieHoB Komuccnn
1 3agBUTEIICH, YIIOJTHOMOYEHHBIE JIMIA KOTOPBIX MPOXOISAT aTTECTALIMIO;

dbopMUpYyET IPOEKT MOBECTKHU JIHS 3acenanuii Komuccuu;

n3Bemaer wieHoB Komuccuu, 3asBUTENd W yHNOJTHOMOYEHHOE JIMIIO
0 JaTe MpoBeAcHUs 3aceqannss Komuccuu u ero noBeCTKe JIHS;

TOTOBUT MaTepHalbl K 3acenanusam Komuccuuy;

obopmiIsieT W TOAINUCHIBACT MPOTOKOJIBI 3acemaHuit Kommuccuu,
MPEJCTABIAET UX JJIs O3HaAKOMIIeHUs wieHaM Komuccuy,

BeleT MoKyMeHTanuio Komuccum u oOecreurmBacT €€ XpaHEHue, B
COOTBETCTBUH C TPEOOBAHHMAMHU 3aKOHOJIATEIILCTBA B c(hepe apXHBHOIO Jela
Y JICJIONPOU3BOJICTBA,;

3aHOCUT B aTTECTALIMOHHBIA JUCT penieHue KoMmuccum mo KaxIomy
YIIOJTHOMOYEHHOMY JIUILY.

10. Ynensl S3KCEpTHOM TPYIIIbI ATTECTALIMIOHHOW KOMUCCHU:

OCYIIECTBIISIOT PACCMOTPEHHE 1 OLICHKY MHGOPMAIIUH, COACpKaIIecs
B aTTECTAIIMOHHBIX JOKYMEHTaX, B TeUeHUE 30 KAJICHIAPHBIX JHEW CO THSA UX
MOJTy4YECHUS,

CBEPSIOT MEPEUYCHBb TEM MTPOXOXKICHHSI 00yUeHHS ¢ TI0 (hOpME COTIIaCHO
MIPUII0KEHUIO O;

dbopmMupyloT  3akio4yeHue 00 otdere O MpodecCuoHaIbHON
JESITEILHOCTH YIIOJTHOMOYEHHOTO JIMIA C OLEHKOW 3HAHUW M MPAKTUYECKHUX
HaBBIKOB YIIOJITHOMOYEHHOT0 JIULIA, MPEACTABIISIIOT €ro cekperapro Komuccum.

11.Tlpyu  moaydYeHUHM  OJHOrO  TOJIOKUTEIBHOTO U OJIHOTO
OTPHULIATEIIBHOTO  3aKJIOUEHHUS  pemeHueM npexacenarens Komuccun
aTTECTAILMOHHBIE JOKYMEHTBl HANpPaBJISIIOTCS TPEThEMY JKCIEpPTy IJIs
MOATOTOBKM 3aKJIFOUCHUS.

IIpu mosiyyeHUU ABYX OTPULATENIBHBIX 3aKIIOUYCHUN ATTECTAIMOHHBIC
JIOKYMEHTBI BO3BpAIAOTCs 3asBUTEII0 C YKa3aHUEM MPUYMH BO3Bpara 0e3
paccmoTpeHus Ha 3acenanun Komuccuu.

[Ipy HanMuuM ABYX TMOJOXKUTEIBHBIX 3aKIIOYEHUM U YCIEITHOM
MPOXOXKJEHUN TECTOBOrO KOHTPOJsl cekperapp Komuccuum wuHbopmupyer
3asBUTEIIS M YIIOJTHOMOYEHHOE JIMIO O IaTe U BpeMeHH 3acenanns Komuccun
u co0eceloBaHUsl C YIOJHOMOYEHHBIM JIMIIOM IO TMEPEYHI0 BOMPOCOB
COTJIACHO MPUIIOKEHUIO 7.



12. Unenst Komuccuu:

JMYHO MPUCYTCTBYIOT Ha 3acenanusix Komuccuu;

OOBEKTUBHO M JIOOPOCOBECTHO BBHIMIOIHSIOT (PYHKIIUH, BO3JIOKEHHBIC
Ha Komuccuro;

COOJIIOAI0T KOH(PUACHIIUATIBHOCTh HHPOPMAIMU, TOJYyYEHHON B XOJI€
paboTrl Komuccuu;

BBITIOJTHSIOT UHBIE (DYHKIMU, IPETyCMOTPEHHbBIEC 3aKOHOIaTEILCTBOM.

13. JlocpouHoe mpekpaiieHue MmojHoMouui  wieHa Komwuccuun
BO3MOHO MO CJIETYIOIINM OCHOBAHHUSIM:

1o 3asBieHUI0 WwieHa Komuccuu;

B CBA3U C MPEKPALICHUEM TPYAOBBIX OTHOUIEHUWA MEXKIY YJIECHOM
Komuccuu u ero HaHuMaTelIeM;

M0 3asIBJICHUIO MpeJIceaTeNsl, 3aMECTUTEINS IpeicenaTess Tu00 MHBIX
yiieHoB Komuccun B CBsA3M ¢ HecoOmoaeHueM uieHoM Komuccunm cBoux
00s13aHHOCTEM.

14. Pemenuss Komuccuum o¢GopMISIOTCS MPOTOKOJIOM 3acelaHus
Komuccuu, B KOTOpOM yKa3bIBatOTCSI:

JlaTa 1 MecTo MpoBeneHus 3aceqanusa Komuccnu;

cBesieHus o wieHax Komuccnu, NpyHSABIINX YYaCTHE B €€ 3aCEIaHUU;

noBecTKa JHs 3acenaHuss Komuccuu, copepkaHue paccMaTpUBaeMbIX
BOIIPOCOB Y MAaT€PUAJIOB;

pe3yJbTaThl FOJIOCOBAHUS U NMpUHIThIE KoMuccuel penienus;

CBEJIeHHWs O TMPHUOOIIEHHBIX K TMPOTOKONy 3acemanusi Komuccuu
JOKYMEHTaX U JPYyrux Marepualiax, KOTOpbI€ XpaHsATCsS BMECTE C TPOTOKOJIOM
3acenanust Komuccun.

[Ipu nHammuum ocoboro MHeHusi uieHa Komuccuu B MPOTOKOIIE
3acenannii Komuccum ormeuaercss AaHHbIA (DakT, cojaep:KaHue 0co0O0ro
MHEHMSI M3J1araeTcs B IMUCbMEHHOM BHJIE U MPUJIAraeTcs K MPOTOKOIY
3acenannsg Komuccumn.

[Tpu NPUHITHU  PEIICHUs O HEBO3MOXXHOCTH aTTecTalu
YIOJHOMOYEHHOTO JIMIIA B aTTECTAIMOHHOM JIUCTE U B MPOTOKOJIE 3aCEIaHUs
Komuccuu yka3plBatoTCsi OCHOBaHUS MPUHSTHS TAKOTO PEILICHHUS.

YHoaHOMOYEHHOE JIUI0, HE MPOIIE/IIee aTTeCTAN0, UMEET MPaBO Ha
MOBTOPHOE MPOXOXKJECHHE ATTECTAIMU B YCTAaHOBJICHHbIC ATTECTAIMOHHOU
KOMHUCCHUEHN CPOKH.

15. Texuuueckoe obecneuenue padotsl Komuccuu ocymectsiser HITL]
«JIOTUOCy, BkitoYas MpUBICYEHUE YUPEKICHUN 00pa30BaHusl, 3aKII0OUYEHUE
Y COITPOBOKAEHUE COOTBETCTBYIOIINX JOTOBOPOB HA KOMMEPUYECKON OCHOBE.



[Tpunoxenue 1
k Ilomoxenuro 00 arrecTariMOHHON

KOMUCCHUH o aTrTecTaluuu
YIIOJTHOMOYEHHBIX JIUII
IIPOU3BOJIUTENEN JIEKapCTBEHHBIX
CPEICTB

MuHucTepcTBa 31paBOOXPAHEHUS

Pecnybnuku bemapych

[lepeueHb AUCHUIUINH, TPEOYIOMIMX AOMOJIHUTEILHOTO 00yUEHUS
YIIOJJTHOMOYEHHBIMH JIMIIAMH, & TAK)KE IIEPEUYCHDb TUCIUILIAH, OT
IPOXOXKICHUS KOTOPBIX YIIOJIHOMOUYEHHBIE JIMIa OCBOOOXKIAIOTCS B

cooTBeTcTBUM ¢ MHCTpyKIMEen

Oo6pazoBanue JIucuunanHel 1715 Iepe3adera Jucuunmusel s
JIOTIOJTHUTEIBHOTO 00Y4YeHHUSI
XUMHUKO- 1. ITpuknagnas ¢puzuka; 1. ®apmarneBTHYECKAS XUMHS
TEXHOIOrMIECKoe™ 2. O0mas ¥ HeopraHu4ecKass XUMUs, (BKITIOUAS aHau3
3. Oprannyeckasi XUMUS; JIEKapPCTBEHHBIX CPEJICTB);
4. AHanuTH4YeCKast XUMUS 2. buonoruueckas Xumus;
3. dusuonaorus;
4. Mukpobuosnorus;
5. dapmakonorus;
6. @apmarieBTHYECKAS
TEXHOJIOTHS;
7. Tokcukonorus
(TOKCHUKOJIOTHYECKAast XUMHS);
8. dapmakoruosus
XUMHUKO- 1. lMpuknagnas dhuszuka; 1. buonoruueckas XuMus;
(hapMaLeBTHUECKOE 2. O0mas 1 HeopraHuJdecKasi XUMUS; 2. dusnoaorus;
3. Opranuveckasi XUMUs; 3. MukpoOuoorus;
4. AHanuTHYECKAsT XUMUS, 4. dapmakosorus;
5. @apmareBTUYECKast xumus | 5. Tokcukomorus
(BKJTFOYAsl aHANMM3  JICKAPCTBEHHBIX | (TOKCHKOJIOTHYCCKAS
CPEJICTB); XUMUS);
6. dapmarieBTHYECKasT TEXHOJIOTHSI 6. ®apmakorao3us
XUMH4eckoe™® 1. llpuknagHas pu3MKa; 1. ®apmarneBTHYECKAS XUMHUS

2. O0u1ast 1 HeOpraHUYecKasi XUMHS;
3. Opranuyeckast XUMHS;
4. AnamuTHyecKas XuMHs

(BKITFOUAs aHanm3
JIEKapCTBEHHBIX CPEICTB);

2. buonoruueckasi Xumus;

3. dusnonorus;

4. Muxkpobuosnorus;

5. dapmakonorus;

6. @apmarieBTHYECKAS
TEXHOJIOTHS;

7. TOKCUKOJIOTHS
(TOKCUKOJIOTUYECKAsI XUMUS);
8. dapmakoruosus

onosornyeckoe,*
MHUKPOOHOIOTHYECKOE,

1. Ilpuknagnas pusuka;
2. O0mias u HeopraHuyecKas XUMUS;
3. Opranuyeckas XuMusi;

1. ®apmareBTHYECKAS] XUMHUS
(BKITIOUAs aHanm3
JIEKAPCTBEHHBIX CPEJICTB);




ouortexHomornueckoe, | 4. AHaIUTHYECKas XUMHS; 2. ®apmakoIorus;
5. buosnoruueckasi Xumus; 3. dapmaneBTHYCCKAS
6. dusnonorus; TEXHOJIOTHS;
7. MukpoOuoIoTHst 4. TokCHKOJIOTHS
(TOKCHKOJIOTHYECKAs XUMUS);
5. dapmakoruo3us
BEeTepHHAPHOE™ 1. ITpuknagnas ¢puszuka; 1. ®apmarneBTHYECKAS] XUMHS
2. O0mas ¥ HeopraHUYecKass XUMUS, (BKITFOUAS aHajau3
3. Opranuyeckasi XUMHS, JICKApCTBEHHBIX CPEICTB);
4. bruonoruyeckas XuMusi; 2. dapmakoIorus;
5. ®usunomnorus; 3. ®apmarneBTHYECKAs
6. MukpoOuoorus TEXHOJIOTHSI;
4. TokcHKOJIOTHS
(TOKCHKOJIOTHYECKAs XUMUS);
5. ®apmakorHo3us;
6. AHanuTHYeCKask XUMHUS
MEIAIITHCKOE 1. ITpuknagnas dpuszuka; 1. AHanuTH4YecKass XUMHUSL;
2. O6mas u Heoprannyeckas xumus; | 2. @apmaneBTudyecKas XUMHUS
3. Oprannyeckasi XUMUS; (BKITFOUAs aHau3
4. bruosornyeckas XuMusi; JICKApCTBEHHBIX CPE/ICTB);
5. ®usuonorus; 3. ®apmarneBTHYECKAs
6. MukpoOuoIorHs; TEXHOIOI'U;
7. ®apmakonorus 4, TokCHKOJIOTHS
(TOKCHKOJIOTHYECKAs XUMUS);
5. ®apmakorHo3us
apmarieBTHUECKOE 1. lpuknanHas pusuka;
2. O0mas 1 HeopraHuveckasi XuMus;
3. Oprannyeckasi XUMUS;
4. AHanuTuuyecKas XuMHs;
5. @apmareBTHYECKAS XUMHUS
(BKirOYAsl aHANMM3  JIEKAPCTBEHHBIX
CPEIICTB);
6. buonornueckas Xumus;
7. dusnoaorus;
8. MukpoOuosorus;
9. dapmakonorus;
10. ®apmarieBTHUYECKAsT TEXHOIOTHS;
11. Tokcukonorus
(TOKCHUKOJIOTHYECKAs] XUMUS);
12. ®apmakoruosus

*yKa3aHH CIICUAJIPHOCTH, HMCHOIIIMEC HECKOJIBKO CHCHH&HHS&HHﬁ, MEPEUYCHb JUCHUITINH IO KOTOPBIM OTJINYACTCA
OT BBINICYKA3aHHBIX. B Takux ClIydasax 1nepe3avcT TUCHUILINH MOXKET OCYIIECTBIIATHCA aTTeCTaHHOHHOﬁ KOMHCCHUEH
110 3asBJICHUIO YIIOTHOMOYECHHOTO JIMIIA.




[Tpunosxxenue 2

k [lostokeHnto 00 arTecTallmiOHHOM
KOMUCCHH 110 aTTECTALIU
YIOJTHOMOYCHHBIX JIHII
MIPOM3BOIUTENCH JICKAPCTBEHHBIX
CPEACTB

No

dopma
MunuctepcTBO 3apaBooxpanenus Pecnyonuku bemapych

3AKJIIOUEHUE
00 oTuere 0 npohecCuoHANBHON AeATEIbHOCTH YIOJIHOMOYEHHOIO JTIA

MHOIO, YJICHOM BKCHepTHOﬁ T'PYIIIIBI aTTeCTaHHOHHOﬁ KOMHUCCHUH
MI/IHI/ICTepCTBa 3APABOOXPAaHCHUA II0 aTTCCTalWKM  YIIOJTHOMOYCHHBIX  JIMII
HpOHSBOIIPITGJIGﬁ JICKAPpCTBCHHLIX CPCACTB

(vHULKATB! (MHULUAT COOCTBEHHOTO MMEHH), (DaMHIIHs)
NpoBCACHa OLICHKa OT4Y€Ta O HpO(I)CCCHOHEU'IBHOfI JCATCIIBHOCTH MW HHBIX
ATTECTAlMOHHBIX JAOKYMCHTOB YIIOJIHOMOYCHHOTO Jruna

(MHATIMATET (MHAIAAT COOCTBEHHOTO MIMEHH), (haMILTHS,

Ha3BaHUE OPraHU3ALUK-IPOU3BOIUTEIS JIEKAPCTBEHHBIX cpecTB PecryOnuku benapycs)

Nudopmanus, coxaepxkamascs B  PaCCMOTPEHHBIX  aTTECTAIIMOHHBIX
JOKYMEHTAaX  MO3BOJISIET  OLEHUTh 3HAHUA W  MNPAKTUYECKUE  HABBIKU
YIOJHOMOYEHHOTO JIMIAa KaK JOCTATOYHbIE/HEJOCTATOYHBIC IS BBHIIOJHEHHUS UM
00s13aHHOCTEW YMOJIHOMOYEHHOTO JIUIIA.

B coorBerctBUM ¢ oT4eToM O MNpodeCcCHOHANTBHONW JEATETLHOCTH
YIOJHOMOYCHHOE JIMIIO TOKA3bIBACT HaJJIeXkKaIee/HeHAJIeKaIee BhITOJTHEHNE
poecCHOHANBHBIX 005S3aHHOCTEH YMOJHOMOYEHHOTO JIMIIA B COOTBETCTBHH C
TpeboBanmsiMu Haaexareit mpou3BoICTBEHHON TPAKTUKU ™

(MOJKHOCTD CITy’KaIllero 4jieHa (moamuch) (MHUIIATE! (MHUIIAT COOCTBEHHOTO
AKCIIEPTHOM TPYIIIIHI) UMeHH), pammmus)

JlaTa nmoanucaHus

*VKa3bIBaeTCs KpaTKasi XapaKTEPUCTHKa HEIOCTATOYHOCTH 3HAHWN WMJIM MPAKTUYECKUX HABBIKOB [UISl BBIIOJHEHUS
00s13aHHOCTEH YITOJIHOMOUYEHHOTO JIUIA W (MJIM) HEHAJJICKAIIETO BBHITOIHEHUS MPO(EeCCHOHATBHBIX 00I3aHHOCTEH
YIIOJIHOMOYEHHOTO JINIA



[Tpunoxenue 3
k [losto)xeHnto 00 arrecTallMOHHON
KOMMCCHH 110 aTTeCTAI[N
YIOJTHOMOYCHHBIX JIHII

MIPOM3BOIUTENCH JICKAPCTBEHHBIX

CpEICTB
No
dopma
KypHan perucrpaunu aTTeCTaluOHHBIX TOKYMEHTOB
Ne Hara Nuannmanet [IepeueHp TPUHATBIX aTTECTALMOHHBIX Wuunnmane! (MHALIAAT WNannpnaner | Pesynprar | IIpnumna
/Tl | PETHUcCTp (MHUIHAT JIOKYMEHTOB COOCTBEHHOTO UMEHH), (MHUIMAN bl U JaTa
au | COOCTBEHHOT dbamMunus v MOANMKUCH | COOCTBEHHOT | TMPOBEPKH | BO3BparTa
aTTecTan | O UMEHH), JUIa, TPEICTABUBIIIECTO 0 IMEHHU), | aTTECTalHO | TOKYMEHT
MOHHBIX bamums aTTeCTAllMOHHBIC bamunms, HHBIX oB (TIpu
JIOKYMEH | YIOJIHOMOYE JIOKYMEHTBI MOJIHUCH JOKYMEHTO | HeoOxonau
TOB HHOTO JINLA, auna, B MOCTH)
Ha3BaHHE MPUHSBIIETO
MIPOU3BOJIUTE aTTecTallioOH
st HBIC
nekapcTenn | N HazBanus nokymentoB | O6o3HaueH JOKYMEHTBI
BIX CPEJICTB n/m Y€ HaJIu4us
«t»/
OTCYTCTBHS
«“»
1 2 3 4 5 6 7 8 9 10




=

ATTecTallMOHHBIN JIUCT.
OTuer 0
npohecCHOHATLHOM
JIESITEILHOCTH.

Jumiom o BeICIIEM
o0Opa3oBaHUM (KOIIHS).

JIOKyMeHTBI

0 MPUCBOCHHBIX
KBaJTH(DUKAITMOHHBIX
Kareropusix (mpu
HaJTu4Yuu) (KOTHH).
JIoKyMeHT,
MOATBEPKIAIOILU N
U3MEeHeHHue pamMunuu
(Ipu HEOOXOTUMOCTH)
(xomus).

TpynoBast KHMKKa
(xomus).

JIOKyMEHTBI,
MOATBEPKIAI0IINE
MPOXOXKICHHE 00YUECHUS
(MO AOTOIHUTEIBHBIM
JTUCITUILINHAM )

(komun).

JIOKyMEHTBI,
MTOATBEPKTAIOTINE
MPOXOXKICHUE 00YUCHHS
(110 00513aHHOCTSM
YIOJTHOMOYEHHOTO JIUIIA)
(xomum).




JlaTa, “HALAAIIbI

JlaTta, MHALM AT

Jata, nHUIIMATBEl (MHALIAAT

JlaTa, nTHAIIA AT

JlaTta mpoBeneHust

Jara n pemenue

(mHULMANT (mHULIMANT COOCTBEHHOTO UMEHHU), (mHULIMAT KOMITBIOTEPHOTO aTTECTALIMOHHOMN
COOCTBEHHOTI'O COOCTBEHHOTI'O ITOJIITKCH YJIECHOB COOCTBEHHOT'O UMEHH), TECTOBOT'O KOHTPOJIS KOMHUCCHH
uMeHu), pamuus, UMEHH ), TIOATHCH AKCIIEPTHOM TPYIIIIHI, ITOJIMHUCH YJIEHOB 3HaHUH

MMOITHUCH JINIIA, JU1A, TTIOTYYHBIIIETO KOTOPBIM TE€PEIaHbBI AKCIIEPTHOM TPYIIIIHI,

BEPHYBIILIETO BO3BpAIlICHHbBIE aTTECTAIIMOHHBIE KOTOpBIC BEPHYJIU

aTTeCTallMOHHBIE aTTeCTallMOHHBIE JIOKYMEHTBI aTTeCTallMOHHBIE
JIOKYMEHTBI JIOKYMEHTBI JIOKYMEHTBI
11 12 13 14 15 16
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[Ipunoxenue 4
Kk [lomoxenuto 00 arrecTanMoOHHON

KOMHUCCHUU o aTTecTaluu
YIIOJTHOMOYEHHBIX JIUII
IIPOU3BOJIUTENEN JIEKapCTBEHHBIX
CPEACTB

MuHucTepcTBa 31paBOOXPAHEHUS

Pecnybnuku bemapych

dopma

I[Ipencenatento aTTeCTallMOHHON
KOMUCCHUU TI0 aTTeCTaIIH
YIOJTHOMOYEHHBIX JIUII
IPOU3BOIUTENEH JIEKaPCTBEHHBIX
cpenctB PecniyOnuku benapychb

(MHUTMATB] (MHATIAT COOCTBEHHOTO HMEHH ), (haMITHS

3asABUTCIIA, JOJDKHOCTD CITY KalleTro

HAaNMCHOBAHUC NPCATIPUATUAL

3ASBJIIEHUE
Ha TIPOXO0KICHHUE aTTECTAIIMH YITOJTHOMOYEHHOTO JIUIA TTPOU3BOAUTEIS
JICKapCTBEHHBIX CPEJICTB MPOU3BOAUTEIICH JICKAPCTBEHHBIX CPEJICTB
Pecnybnuku benapych

[Ipowmy arrecrToBaTh
(vHMIMATBI (MHALHAT COOCTBEHHOTO UMEHH), (DaMUJIHS YIIOJHOMOUYSHHOTO JIUIIA)

B KQYECTBE YIIOJIHOMOYEHHOTO JIMIA IPOU3BOAUTEIS JICKAPCTBEHHBIX CPEJICTB
Pecniyommmkn benapych B COOTBETCTBHH C BUIOM (BHAAMH) AEATEIBHOCTH IO
MPOMBIIIIJICHHOMY ITPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB:

Ne /1 | HaumenoBanue BUJa ACATCIIbBHOCTHU B COOTBCTCTBUU C IICPCHHCM
pa60T, COCTAaBJIAIOIIUX ACATCIIbHOCTD 10 IMPOU3BOJACTBY
JICKAPCTBCHHBIX CPCACTB, YKA3dHHOI'O B JIMIICH3HUHN

(moamuch, MHUIHMATBI (MHUIMAT COOCTBEHHOTO MMEHH ), (haMIITUS 3asSBUTEIISN)

Hata «_ » 20 T.
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[Tpunoxenue 5

K [lonoxxeHuro 00 arrecTariioOHHON
KOMHCCHH I10 aTTECTAI[UHN
YIIOJTHOMOYEHHBIX JIUII
MIPOM3BOJIUTEIICH JIEKAPCTBEHHBIX
CpEICTB

YTBEPXJIAIO
PYKOBOI[I/ITQJ'II) IIPOU3BOIAUTCIIA
HeKapCTBCHHBIX CpeI[CTB

(MHUIHATB! (MHULIMAT COOCTBEHHOTO
UMeHH), paMums)
« »

dopma

OTYET
0 MpoeCCHOHATBHOM ESITEITLHOCTH

(MHUTMATE! (MHUTIAT COOCTBEHHOTO HMEHH), ()aMIITHS)

3a TIEpUOJI C

10

(Yka3bIBaeTcsl TPEXJIETHUN NIEPUOJ BPEMEHHU, IPEIIIECTBYIOUINI aTTECTaIIH )
1. Mecro(a) paboThl 32 OTYETHBIN EPUOJT

(Muadopmanmss 0 mepedyrciIeHHH JOJDKHOCTHBIX OO0si3aHHOCTEH B TepMHHax Haexameidl mpon3BoICTBEHHOM
MPaKTHKH, KOTOPBIE U3JI0KEHBI B JOJDKHOCTHOW MHCTPYKIIMH, IPUKa3ax PyKOBOJIUTEINS U HHON JOKYMEHTAIMN: TJIaBa
2 llepconan yactu 1, npunoxenus 16 Haanexxaieil npon3BoiCTBEHHON NPAaKTUKH, YTBEPKACHHOMN MOCTAHOBIEHUEM
MunucrepcTBa 3apaBooxpaneHus Pecyonuku bemapycs ot 19 utors 2017 1. Ne 61 «O0 oTBepKIeHIH TEXHUIECKOTO
KOJIeKCa, ycTaHOBUBIIewHCs npakTukuy (nanee — TKIT 030-2017).

No
o/
o

Hammenona
HUSA
MIPOU3BOIUT
elnei
JIEKapCTBEH
HBIX
CpEICTB,
WHBIX
OpraHu3aIu
H
(HaHMMaTen

eil)

Kparkoe onncanue
BUJIOB
IIPOMBIIIJIEHHOTO
IIPOU3BOJICTBA
JIEKapCTBEHHBIX
CPEICTB
(cormacHo
CHEUAIBHOMY
pa3pereHuto
(JMueH3un)

Ha OCYILIECTBJICHHE
bapmarieBTHIeCKOM
JESITeIbHOCTH B YaCTH
pabot u yciyr
0 MPOMBIIIJIEHHOMY
IIPOU3BOJICTBY
JIEKapCTBEHHBIX
CPEACTB U UX ONTOBOU
pear3alym)

Hanmeno | Ilepuon Kpatkoe Howmep n

BaHHC
JOJIXKHOC
TH

paboThI
(mecs,
roju)

OIMCAHUE
JIOJKHOCTHBIX
00s13aHHOCTEM

JiaTa BbIIA4n
CTeHaTbHOT
0
paspenieHus
(uuen-
3UH)

Ha OCYIIIECTB
JIeHNE
bapmareBTu
YECKOU
JeATeTbHOCT
U B 4aCTH
pabot
U yCIIyT
IO TTPOMBIIILT
CHHOMY
IIPOM3BOJICTB

y
JIEKapCTBEHH
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BIX CPEJICTB
" UX
ONTOBOM
peanuzanuu

1 2 3 4 5 6 7

2. IlostHOE HaMMEHOBAHUE NTPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB — TEKYILETO
HaHUMAaTENs

2.1. Buasl paboT U yCIIyT MO MPOMBIIUICHHOMY IIPOU3BOICTBY JIEKAPCTBEHHBIX
CPEJICTB U X OINTOBOM peasn3alliu, Ha KOTOPbIE BBIJAHO CIIEIUATBEHOE
paspeleHue

(JIUIIeH3USN)

2.2. HanMeHOBaHUSA U KOJUYECTBO MPOU3BOACTBEHHBIX TIOMIAI0K

2.3. Hanmuune ceprtudukara COOTBETCTBHS IPOMBIIUICHHOTO ITPOU3BOJICTBA
JEKApCTBEHHBIX  CPEACTB  TpeOoBaHusiM  Hanmexamield  NpoW3BOJACTBEHHOMU
MPaKTHKHA, €0 HOMEp/AaTa BBIJIAYN/CPOK JIEHCTBUS

2.4. BeimyckaeMble IpeapUsTHEM TTPOU3BOIUTENIEM JICKAPCTBEHHBIE (POPMBI

(YkazaTp Ha3BaHUS JEKAPCTBEHHBIX ()OPM B COOTBETCTBHH C MOCTAHOBIEHHEM MUHHCTEPCTBA 3/[PaBOOXPAHEHUS
Pecrry6ommmku benapycs ot 30 staBapst 2020 1. Ne 6 «O0 ycTaHOBICHHH HOMEHKIIATYPHI JIEKAPCTBEHHBIX (hOpM»»

2.5. KonuuecTBO paOOTHUKOB MPENPUATHSI IPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB, 3aHATHIX B POMBIIIIEHHOM ITPOU3BOJICTBE , obecrieyeHnn
KayecTBa , KOHTPOJIE KauecTBa , OTITOBOM peasin3aluy.

2.6. KonuecTBO yrnoaIHOMOYEHHBIX JIHIL:

(ITpn HaJIMYUH HECKOJIBKUX TV yKa3arhb MPUHINT pacnpeneneHus 00s13aHHOCTEN)

Ornenka pa6OTBI YIIOJJHOMOYCHHBIX JHUIL (KonmmuecTBeHHBIE  TOKa3zaTeNln,  HHOE)

3. OnbIT/HAaBBIKW/YMEHHS, HEOOXOJUMBbIE JJIsi  BBIMOJHEHHUS  00s3aHHOCTEN
YIOJIHOMOYEHHBIX JIMII.

(Tabnuiy MOXKHO AOMOJTHHWTH WHBIMH pa3genaMu. [Ipw OTCYTCTBHM ONBITA BBIOJHEHHS ACHCTBHUH, YKa3aHHBIX B
TalnuIe, 1enaeTcsi OTMETKA «OIbITa HE MMEIO))

No HanmenoBanwue (onucanue) AeCTBUN dakTUYECKHE PUMEPHI,

H/H MOSICHCHU A, ITOATBCPKAAOIINC

BBITIOJTHEHUE 00s13aHHOCTEN
YIOJHOMOUYCHHBIX JIUI]
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3.1

Pa3pabortka, O JIEpKAHUE u aHaJIN3
(GyHKIMOHMpOBaHHSA  (hapMaleBTHUECKOH CHCTEMBI
Ka4yecTBa

3.2

[IpoBenenne  mpoueayp  noarBepxkiaeHus — YJI
COOTBETCTBUS KaXKIOW CEPUU I'OTOBOU IPOLYKLHUHU 10
BBIIIYCKA B PEAIM3ALMI0 HA BHYTPEHHEM PBIHKE

[IpoBenenne  mpoueayp  noarBepxkiaeHus — YJI
COOTBETCTBUS KaXKIOW CEPUU I'OTOBOU IPOLYKLHUHU 10
BBIMYCKa (IIOCTaBKH) Ha KCIOPT;

IIpoBenenne  mpoueayp  noarBepxkiaeHus — YJI
COOTBETCTBUS KAXKIOW CEpUM MPOIYKLUU J0 BHIIyCKa
(TOCTaBKM) IO KOHTPAKTaM:

(Ne, nmara Ha3BaHHWe, M NPEIMET KOHTpPAKTa U (WIJIM)
TEXHUYECKOTO COTJIAIICHHS ) MEXKIY. ..

3.3

[ToaroroBka u aHAJIU3 OTYETOB (0O30POB) MO KAYECTBY
JIEKAPCTBEHHBIX CPEJICTB

3.4

praBHeHI/Ie PUCKAMMU JJIA Ka4CCTBaA

3.5

praBHeHI/IC HU3MCHCHUAMU

3.6

Opranuzanus 1 MpoBeieHne 00y4IeHHUs IepcoHaa 1o
BBIIIOJIHCHUIO  JIOJDKHOCTHBIX ~ OOSI3aHHOCTCH U
tpeboBanuii TKIT 030-2017

3.7

[IpoBepka COCTOSIHMS KB (DUKALIUH
MTOMENICHU /000y I0BaHUSI/ MTH)XCHEPHBIX CHCTEM

3.8

Pa3paboTka, mpoBepka, coriacoBaHue, YTBEPKICHHE
pETIaMEHTHPYIOIIEH JOKYMEHTAIIMU

3.9

Pa3paboTka, mpoBepka, corjacoBaHue, YTBEPKICHUE
PETUCTPUPYIOLIEH TOKYMEHTALIMU

3.10

IIpoBepka craryca BaJMIHOCTHM TEXHOJIOTHUYECKUX
MPOIIECCOB U AHATUTHUYECKUX METOJIUK/ METOJIUK
WCIIBITAHUM, WCIOJIb30BAHHBIX IIPU MPOU3BOJCTBE
CepUHU JIEKaPCTBEHHOTO CPEICTBA, B TOM YHCIIE MPHU

TpaHcdepe

3.11

[IpenoTBpamieHne mepeKpecTHOH KOHTAMHHAIIUH TIPH
IPOM3BOJICTBE

3.12

[Moareepxnenue YJI mpoBeaeHus BCeX HEOOXOIUMBIX
NpOUEAYp M HCHBITAHUWA JIEKAPCTBEHHBIX CPEJICTB,
HUCXOOHOTO CBHIpbS M YIAKOBOYHBIX MAaTEPHUAOB,
MIPOMEKYTOUHOMU MPOAYKIUH u 00BEKTOB
IIPOM3BOACTBEHHOM CpelIbl ISl BBIITYCKA CEPUU

3.13

OHeHKa n KJ'IaCCI/I(bI/IKaHI/ISI BBISIBJICHHBIX OTKJIOHCHHI
Ha COOTBCTCTBUC YCTAHOBJICHHBIM TpCGOBaHI/IHM

3.14

Opranuzanuss ©  TPOBEICHHE HCHBITAHUW 1O
nporpaMMe TEKYIIer0 WCHBITaHUS CTa0MIBHOCTH
JIEKaPCTBEHHBIX CPEJICTB

3.15

OpF aHu3anus ACATCIBbHOCTH, Hepe;[aBaeMofx'I JJISL
BBITIOJIHEHHSI IPYTOMY JIUITY (ayTCOPCHHT)

3.16

JlesTenbHOCTh B paMKax KOHTPAKTa Ha MPOU3BOJICTBO
Y TEXHUYECKOIO COIJIAIIEHUS 110 KaYeCTBY
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3.17 | Opranu3anusi W TPOBEACHUE  PACCIECIOBAHUMN
NpeTeH3uil, Je(pEeKTOB KauecTBa H  OT3HIBOB
JICKapPCTBEHHBIX MPENapaToB

3.18 | Opranmsainuss W TPOBEICHHE CAMOWHCIEKIHMA |
ayJIMTOB

3.19 | Benenue neperoBopos, AeIerHpOBaHUE MTOJTHOMOYHNH,
OCYIIECTBIICHUE B3aUMOJACHCTBHS C TICPCOHATIOM
CTPYKTYPHBIX TOpa3IeICHHH

3.20 | MiHbIe pa3ienbl 1eITeIbHOCTH

BrIBOIEI:

HpI/IMe‘-IaHI/IeI PEKOMCHAYETCA B UMCIOIIUXCA IMMYHKTaAX, MPUBCCTU I/IH(i)OpMaIII/IIO, ACMOHCTPUPYIOIYIO Ha IMTPAKTUKE

MMPpUMCHCHUEC 3HaHPII71, YKa3aHHBIX B IPUJIOKCHUHN K JaHHOMY ma6n0Hy OoT4YcTa.

4, I[aHHBIC 00 HHCIICKTUPOBAHNH PCTYJIATOPHBIMHU OpraHaMu, CAMOHNHCIICKINH U

AYJUTHI B KOTOPBIX IIPUHUMAJ Y4aCTHC.

4.1. MHCTIEKTUPOBAaHNE HAa COOTBETCTBUE HAAJIEKAIINX (DapMalleBTHUECKUX

MIPaKTHUK.
No HaumeHnoBanu Ha3Banus [Tepuon Hanuuue n PesynbTar Bup yuactus
/11 € oprasa, HaJUIeKAIUX | MpoBeAe | Kiaccudukai bl (pons YII)
OCYIIECTBISIO | (apmaleBTUye HUS U
LIETO CKHX MPAKTHUK HECOOTBETCTB
MHCIEKTUPOBA 15078704
HHE KOJINYECTBO
1 2 3 4 5 6 7

(B Tabmmie mpuBOIATCS NaHHbIE 00 MHCHEKTHpoBaHUM (dapMalleBTHYECKHUM HHCIEKTOpPaToM MHHHCTEPCTBOM
31paBooxpaHeHus Pecy6nuku benapych 1 OTAEIBHO YIIOJTHOMOUYEHHBIMH OpTaHaAMHU JPYTUX CTPaH)

4.2. Aynutsl B paMKax BbIOOpa MOCTABIIMKOB YCIYT M KOHTPAKTHBIX OpraHU3aIINM,
B KOTOPBIX MPUHUMAJ Y4aCTHE

Ne IIposepsiemas Ilepuon Pe3ynbprarsl Bun yuactus (poib
n/m OpraHu3anus IIPOBEICHUS YIIOJTHOMOYCHHBIX JIHII)
1 2 3 4 5

4.3. CaMOMHCIIEKIIUH, B KOTOPBIX TPUHUMAJ y4aCTUE B KAUECTBE ayAUTOPA

Ne [Iposepsiemoe [Tepuon Pesynpratet
n/n noapasnenenue/nogacucrema PCK IIPOBEJICHUS
1 2 3 4

(Tlpu  ommcaHWM pe3ysBTATOB YKa3bIBaeTCS KIACCH(HKAIUS BBIIBICHHBIX HECOOTBETCTBHH (KPHUTHYECKHE,
CyIIeCTBEHHBIC, HECYIICCTBEHHBIE), COOTBETCTBYIONINE ITyHKTHI/pazaensl tpedoannit TKII 030-2017, xpartkoe
omncauane CAPA, cTaTyc BBIIOJTHEHUH).

5. Uadopmanus o pexIaMaIusx/mpeTeH3nIX/xKano0ax U OT3bIBE MPOAYKIIUU 3a

OTUYETHBIN IICPUOM (YkaspiBaeTcs paciuMpeHHAs HH(OpMalus COraacHo HyHKTy 3.17:undopmanus o
BBIIBJICHUM HEKAYECTBEHHBIX JIEKAPCTBEHHBIX IPENapaToB, MPOM3BEACHHBIX M PEATN30BAHHBIX 3a IPOLICIIINH
nepuo Ha Tepputopuu Pecryonuku benapych u qpyrux cTpaH; nHpopManus 00 YCTaHOBICHUH HEOIaronmpusTHOTO
COOTHOIICHHS «II0JIb3a-PUCK» TPH MEAWIMHCKOM NPUMEHEHUH JICKAPCTBEHHBIX IPENApaToB, MPOU3BEICHHBIX H
peaN30BaHHbIX 33 MPOLIC/INI epHo. Ha TeppuTopuu PecriyOnuku benapyce u aApyrux crpas).
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6. O6yquHe YIIOJTHOMOYCHHOTO JIHMIOAa IIPOU3BOAMUTCIIA JICKAPCTBCHHBIX CPEACTB
(puBomurcst wHpOpMarmst 00 OOyYEHHH B COOTBETCTBHM C TyHKTOM 9 wuHCTpykuuu «O TpeOOBaHUSX,
MPEABSIBISEMBIX K YIIOJTHOMOYEHHBIM JINIAM IIPOU3BOJUTEIICH JTEKapPCTBEHHBIX CPE/ICTB, M MOPSIKE UX aTTECTAIIAN
(manee — MHCTpYKIUST), HEOOXOAMMOM JUIsl BHINOJTHEHUs o0s3aHHOCTe! YJI, B TOM 4HCIie CBEAEHHS O MOBBILICHUN
kBanupukanuu YJI (IOKYMEHTOB, MOATBEPKAAIOIIUX IMPOXOKAECHHE OOy4YeHHS B COOTBETCTBHU C IyHKTOM 10
WucTpyxium).

Jlara, noAnuch, THULUAIBI (MHUIHAAIT
COOCTBEHHOT'O UMEHH), (PaMUITHS
YIIOJTHOMOYEHHOT'O JIUIA


consultantplus://offline/ref=81E739959697A620836EAD6C61BD169B225CA97D381627C478148F18DC39FF02A0CCB226A22E35675A8B5D7A3997913BF8C860E954A3569B68727424D3eBl9G
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[Tpunoxxenue 6
Kk [lomoxenutro 00 arrecTanMoOHHON

KOMUCCHUU o aTrTecTaluuu
YIIOJTHOMOYEHHBIX JIU1I
IIPOU3BOIUTENEN JIEKapCTBEHHBIX
CPEICTB

MuHucTepcTBa 31paBOOXPAHEHUS

Pecnybnuku bemapych

ITEPEYEHDb
TEM MPOXOKACHUS OOYUECHUS

ok w

10.

dapmarieBTUUecKass cucrema kadectBa. llepuonnueckue 0030pbl
GbyHKIMOHUPOBaHUS papMarieBTUUECKONW CUCTEMbI KaueCTBa.

O630p  kadecTBa  MNPOAYKIMH  (BCEX  3aperMCTPUPOBAHHBIX
MIPOU3BEAECHHBIX JIEKAPCTBEHHBIX CPEJICTB).

VYnpaBiieHre pyUCKamu ISl Ka4eCTBa.

Cucrema oOydeHus iepcoHana.

Pacnpenenenne 00s3aHHOCTEH UM OTBETCTBEHHOCTHU (TOJIHOMOYHA)
KJIFOUEBOTO MepcoHaa.

O0s13aHHOCTH YIIOJITHOMOYEHHOTO JIUIIA MPOU3BOUTENS JICKAPCTBEHHBIX
CPEACTB MO TapaHTHUPOBAHUIO U JOKYMEHTAIbHOMY IOJITBEPKICHUIO
COOTBETCTBUS CEpU MPOU3BEACHHBIX JIEKAPCTBEHHBIX CPEICTB, 3alIUCH
O MOJITBEPKICHUU COOTBETCTBUS CEPUH.

Pacnpenenenue 00s13aHHOCTEHN MEXIY HECKOJIbKUMU
YIOJTHOMOYEHHBIMU JTUIAMH.

Brimmyck cepuu NpoayKIHuu:

MpoBEpKa yCJIOBUI MPOU3BOICTBA U UCIIBITAHUM CEPUH JICKAPCTBEHHBIX
CpPEICTB;

NpOIECC TMOATBEPKICHUSI CEPUM JICKAPCTBEHHBIX CPEICTB IPHU
OCYUIIECTBIICHUHM BCEX CTAAWKA MPOU3BOJICTBA Y HCIIBITAHUM HAa OJHOU
MPOU3BOJICTBEHHOM IIOIIAIKE;

MpOIECC TOATBEPKICHUSI CEPUM  JICKAPCTBEHHBIX CPEJICTB IIPHU
OCYILIECTBJICHUN OTMAEJIbHBIX CTaJui MPOM3BOJCTBA M HCIBITAHUN Ha
Pa3HBIX MPOU3BOJCTBEHHBIX IUIONIAAKaX (Pa3HBIX IOPUANICCKUX JIUIT);
COOTBETCTBHUE C TEXHUYECKUM COTJIAIIECHUEM 10 KAYECTBY.

BbiOOp ¥ KOHTpOJIb MOCTaBIIMKOB (hapMalleBTUUECKUX CYOCTaHIIUH,
BCIIOMOTATEJIbHBIX U UHBIX UCXOJAHBIX MAaTEPHUAJIOB.

BbiOOp ¥ KOHTpOJb MOCTAaBUIMKOB YCIAYyr B paMKax Iepeaayu
JEATEeIIbHOCTH IPYroMy JIUILY (ayTCOPCHUHT).



11.

12.

13.
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OO0513aHHOCTH YIIOJITHOMOYEHHBIX JIUII, CBS3aHHBIE C:

OpraHu3alKeil ¥ IPOBEAECHUEM KOHTPOJISI KaUYeCTBa;

OpraHHU3allel U MPOBEJCHUEM HCIBITAHUN MO NPOrpaMMeE TEKYLIErO
UCIIBITaHUSI CTA0OUIBHOCTH,

PacCMOTPEHUEM HENPEABUACHHBIX OTKJIOHEHHN B MPOU3BOJCTBEHHOM
IIPOLIECCE MJIM B MPOLIECCE TPOBEACHUS UCIIBITAHUMN.

Ynpasnenue W3MECHEHHUSIMHU JIOKYMEHTAIUH MIPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB.

VYupasnenue (pacciie/joBaHHWE) TPETCH3WH U JIe(EKTOB KadecTBa
JIEKapCTBEHHBIX CPEICTB, OT3BIBOB MPOAYKIMHU C PhIHKA.
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[Ipunoxenue 7

K [Tosoxenuto 00 arTecTallmOHHON
KOMHCCHH IO aTTeCTallun
YIIOJTHOMOYEHHBIX JII]
MIPOM3BOJIUTENEH JIEKAPCTBEHHBIX
CpPEICTB

No

Bomnpocs! 1151 cobeceqoBaHusl C YIIOJTHOMOYEHHBIMHU JIUIIAMU
MIPOM3BOJIUTENEN JIEKAPCTBEHHBIX CPEJICTB

1. JomkHo mu ynonHoMoueHHoOe Jnio (nanee — YJI) nmpu ocyiiecTBIECHUH
OPOLEAYPHl BBIMYCKA CEPUM JIEKAPCTBEHHOTO CpeNCTBa (ITOATBEPKICHUU
COOTBETCTBUSl CEPUM) YUYUTHIBATh PE3YJbTAThl TEKYIIErO HCIBITAHUS
cTaOMIIBHOCTH?

2. SIBnsiercss M OTBETCTBEHHOCTHIO YJI ympaBieHue pacciieioBaHUSIMU
npeTeH3uil U Ae(EeKTOB KauecTBa U MPUHSTUE PEIICHUN B OTHOIIECHUU MED,
KOTOPBIE JIOJKHBI ObITh MPUHSTHI JIJIs1 yIPaBICHUSI JIFOOBIM MOTEHIIUATBHBIM
PUCKOM, BKJIIOYasi OT3bIBbI?

3. Ecnu ydacTok OTBEYAET TOJIBKO 32 YacTh MPOU3BOACTBEHHBIX ONEpalui B
OTHOIIIEHUU CEPUM, U HE HUMEET JOCTyla K PETrHCTPALMOHHOMY JIOChE,
COOTBETCTBUE YeMy Jeknapupyer YJI atoro yuyactka?

4. Moxer nu YJI NOATBEpIUTH COOTBETCTBUE CEPUM JIEKAPCTBEHHOTO
Cpe/ICTBa B JIEKAPCTBEHHOW (opMe, KOTOpas HE yKazaHa B JIMIICH3UU Ha
IIPOU3BOJICTBO?

5. Moxer nmu YJI moaTBepaAnuTh COOTBETCTBUE CEPUM MPHU OTCYTCTBUM OTUYETA
00 ayauTe Mpon3BOACTBA (DapMaIeBTHICCKOW CyOCTaHIIUH, UCIIOIb30BAaHHON
JU1s1 TPOU3BOJICTBA JAHHOW Cepun’?

6. lonyckaercst 1u nepepabOTKa OTKIOHEHHON MPOAYKIUU?

7. Kakue 3Tanbl BKJIFOYAET B ce0s TPOIIECC BHIMTYCKa CEPUU JIEKAPCTBEHHOTO
cpencrna’?

8. B ciyuae ecnu paznvuHbIe CTaJAMU TPOU3BOJCTBA, KOHTPOJS, BBO3a U
XpaHEHUs OJHOM U TOM K€ CepUHU JIEKApPCTBEHHOT'O CPEJICTBA BBIMIOJIHIIOTCS HA
Pa3HbBIX ydacTKax (HE 3aBUCHMO OT UX YHCJA), B UeM JIOJDKHO yoenuthes YJI,
OCYILECTBIISIFOIIECE  MOATBEPKIACHUE  COOTBETCTBUS ~ CEpUM  T'OTOBOU
MPOAYKIUA?

9. CKONBbKO KOHTAMHHUPOBAHHBIX E€AUHUI] MPOAYKIHMH JIOMYCKAETCA MpHU
MPOBEJICHUM MMUTAIIMU acenTtudeckoro mnpoiecca (media fill test) na 4999
dbnakonax?

10. Kakum o6pazom VYJI, Bplpamoliee paspelieHue Ha BBITYCK CEpPUU
JIEKAPCTBEHHOT'O CPEACTBA, B MPOU3BOJICTBE KOTOPOIO MPUHUMAET Y4YaCTHE
0oJiee 0IHOM MPOU3BOACTBEHHOM IIONIAAKHA, CMOXKET FrApaHTUPOBATh, UTO BCE



24

KOHTPOJIbHBIE M apXWBHBIE 00pa3ibl OyIyT JOCTYIIHBI B TEUYEHUE
MIPUEMIIEMOT0 BPEMEHHU?

11. ITpu kakom ycinoBun ¥YJI MOKET paccMOTPETh BOMPOC O MOATBEPKIACHUU
COOTBETCTBHUSI CEPUU B CIIy4yae, €CIM HEOXHJAAHHO MPOU3OILIO OTKIOHEHUE
MPOU3BOJICTBEHHOT'O MPOIIECCa U/UIIM AHATUTUYECKUX METOJ0B KOHTPOJISI OT
YCJIOBUH, YKa3aHHBIX B PETUCTPALIMOHHOM J10che U (riin) GMP?

12. Kakoii pekoMeH1yeMbIil ypOBEHb OMOHATPY3KH NEpe] CTEPUITU3YIONICH
bunpTpanuen?

13. Kakue Tunsl perucTpupyommux JOKyMEHTOB TpeOyeTcsi BECTH B
coorBercTBuu ¢ GMP?

14. Kto omnpenenser KIHOYEBOM MEPCOHAT NMPOU3BOIMTENS JIEKAPCTBEHHBIX
CPEACTB U KaKHe€ JINIA OTHOCATCA K KIIFOUEBOMY NIEPCOHATY?

15. Yro Bxonut B 06s13anHOCTH Y JI?

16. Kakue ycraHoBieHbl TpeOOBaHHUS K OOpa30BaHUIO, OOYUEHUIO M CTAXKY
pabotsl aiist YJI?

17. Yto oTHOCHUTCS K OTBETCTBEHHOCTH Y JI?

18. Kakue stambl BKJIIOYAET MPOLIECC MOATBEpPkAeHUA YJI COOTBETCTBHS
CepHH JIEKApCTBEHHOTO CPEICTBA, MPOoU3BeAeHHOro B Pecriyonuke benapycs?
19. Ponb YJI B paccienoBaHusiX IpeTeH3UN U AePEKTOB KauecTBa, IPUHATHH
pElICHUI B OTHOUIEHWU MEP, BKIIHOYAsi OT3bIBbI JIEKAPCTBEHHBIX CPENICTB C
pbIHKA?

20. OcobeHHOCTH peann3alii aKTUBHBIX (hapMalleBTHUECKUX CYyOCTaHIUI
(manee — A®C) 1 IpOMEKYTOUHBIX IPOYKTOB TPETHUM CTOPOHAM U ITepelaun
A®C 1 npoMeKyTOUHBIX TPOAYKTOB B IPYro€ NOAPA3AECICHUE, OJJHOTO U TOTO
K€ MPOU3BOAUTENA?

21. Yto BKIIOYAIOT MEXYHApPOIHBIE TapMOHU3UPOBAHHBIE TPEOOBAHUS K
COJIEp>KaHUI0 Tacropra (cepTudukaTa) KadyecTBa CEPUU JIEKAPCTBEHHOTO
cpeacrpa’?

22. Kakue 3Tarbl BKJIIOYACT NPOLEecC MOATBEpAcHUS Y JI COOTBETCTBUS
CepHUH JIEKapCTBEHHOT'O CPEACTBA, MPOU3BEIACHHOTO 3a pyOekom?

23. Uto BxoauT B 00s13aHHOCTH Y JI B IPOM3BOJICTBE JICKAPCTBEHHBIX CPEACTB
U3 KPOBU U TLJIa3MbI?

24. Kakoil mopsgok mnoarBepxkaeHus YJI cOOTBETCTBUSI pa3HBIX cepuit
JIEKapCTBEHHOTO Mpenapara, MoJy4eHHbBIX U3 OJJHOW cepur HepachacoBaHHOM
NpOAYKIHN?

25. B mocroBepHocTH Kakoi nHpopmaruu YJI 70mKHO yOSIUTHCS TUYIHO 10
MOATBEPKICHUSI  COOTBETCTBUSI CEpUM  JIEKAPCTBEHHOrO  Ipenapara,
npeHa3HauYeHHOM miia peanu3anuu B Pecnybnuke benapycs u (wnm) Ha
AKCIIOPT?

26. BreinmomHenne kakux 3agad U QYHKIUA MOXET ObITh JenerupoBaHo YJI
COOTBETCTBYIOIIEMY  OOYYEHHOMY  TEpPCOHAIy  MPOU3BOAUTENS 110
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MOATBEPKICHUSI COOTBETCTBUSL CEPHUM ISl €€ BBIITYCKAa B PEANM3ALNIO WM Ha
AKCIIOPT?

27. VYKaxuTe OCHOBHbIE 3aJaud M (QyHKUIMH, KoTopeie VYJI Moxker
nenerupoBath Apyrum YJI uiid COOTBETCTBYIOIIIEMY 00YUYEHHOMY MepcoHaTy?
28. BpimonHeHne KakuX (PYHKUHUWA MO OLIEHKHW COOTBETCTBHSI TPEOOBAHMIM
GMP, BBINMOMHEHHBIX TPETBUMHU CTOPOHAMU, MOXXET OBITH MPHUHITO BO
BHUMaHue YJI 10 MOATBEPKIECHUSI COOTBETCTBUSI CEPUU AJIA €€ BBIINYCKa B
peanu3auio Wik Ha YKCIOPT?

29. Ilpu kakux ycnoBusax ¥YJI MOKeT paccMOTPETh BOIIPOC O MOATBEPKIACHUU
COOTBETCTBUS CEPUH, B CIYyYasIX OTKJIOHEHHUS B MPOU3BOACTBEHHOM IIPOLIECCE
U (WIM) aHATUTUYECKUX METOAAX KOHTPOJII KayecTBa?

30. Kakue pneiictBus (MEpbl) BKIIOYAET HEMOCPEACTBEHHO BBIIYCK CEpPUU
JIEKapCTBEHHOTO npernapara’?

31. Kakue ocHOBHbIE TpEeOOBaHUS MPEABIBISIOTCS K KOHTPOJIIO KAYECTBA MPU
IIPOMBIIIEHHOM ITPOU3BOJICTBE?

32. Kakne OCHOBHBIE IPUHIIUIBI YIIPABIICHHS PUCKAMU ISl KauecTBa?

33. Kakue TpeOoBaHMs NPEIBABISIOTCA K XPAaHEHUIO TOKYMEHTAIIMN CEpUn?
34. Kakue ocHOBHBIE TPEOOBaHUS MPEABIBIISIOTCS K TIepcoHaTy (00ydeHHue,
TUTHCHUYECKHE TpeOoBaHUs )?

35. YTO OTHOCHUTCS K PEMIAMEHTUPYIOIIEN JOKYMEHTALNH ?

36. Uto He0OX0AMMO YUHUTHIBATh MPH OLIEHKE U KOHTPOJIE pUCKa
NEePEKPECTHON KOHTAMUHALIMK MPOU3BOIUMON MPOAYKIIUH?

37. Jlna Kakux JIEKapCTBEHHBIX CPEJICTB CIAEAYET MPOBOAUTH 0030PHI
kadecTBa? C KaKou Lebio?

38. Kakue cymecTByIOT NpaBuiia HALJIEKAIEr0 JOKYMEHTAIBHOTO
odopmiieHus?

39. YUro nomxkna rapantupoats OCK?

40. OcHoBHble TpeOoBanus Haanexaieit mpon3BOACTBEHHON TPAKTUKU?



