YTBEPX/IEHO

[Tpuka3 nupexropa

pecnyOIMKaHCKOTO YHUTAPHOTO
npeanpusitus «Llentp sxcriepTus
Y UCTIBITAaHUI B 3JpaBOOXPAHEHUN

29.03.2021 Ne 118

(B penakiuu ot 30.06.2026 Ne 177,
ot 14.07.2026 Ne 202-a)
HevictByet ¢ 14.07.2026

[TPEVICKYPAHT Ne 8

Ha paboOThI (YCIyTH), OKa3bIBAEMbIE YIIPABICHUEM JIEKAPCTBEHHBIX
cpenctB YII «lleHTp 3KCriepTH3 M UCTIBITAHUN B 3APaBOOXPAHEHUMN

Tapud
Ne HanmenoBanmue Ennnuna 0e3 yuera
/1 ycayr U3MEPEHUs HJC, py0. xon
1 2 3 4
1 BerlnosiHeHne paboT no 00ecrneyeHnIo KauecTBa
NPOBEACHUS KIMHHYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpenapara
1.1 BerlnosniHeHne paboT no 0obecrneyeHuIo KauecTBa Ha OJTHO
IPOBEACHUS KIMHHYECKOTO HCCIIEIOBAHUS HauMEHOBaHUE
JIEKapCTBEHHOTO Mpenapara JIEKapCTBEHHOTO
OTEUYECTBEHHOT0/3apy0e’KHOT0 MPOU3BOJICTBA npernapara B 23570
(ayauT) Ha OJTHOM MCCIIEIOBATEIIbCKOM 0aze OJTHOM
KIIMHAYECKOM
LIEHTpE
1.2 | [IpoBeaenue paboT mo 0OeCreYeHn o KayecTBa
3anuceil B IHIWBH Ty JTbHBIX PETHCTPAITMOHHBIX
kaptax (MPK) B pamkax KIMHUYECKOTO OAHH JTHCT 3.5
dbopmer UPK ’
UCCJIEIOBAaHUS JIEKAPCTBEHHOIO Mpernapara
0TEYECTBEHHOT0/3apy0eKHOTO MTPOU3BOACTBA
2 [TpoBenenue KomIuiekca paboT 1Mo OpraHu3aluu
AKCIIEPTHU3BI IOKYMEHTOB, CBSI3aHHBIX C
9KCIEPTU30H TOKYMEHTOB KIMHUYECKIX
uccaeaoBaHuM (MCIbITaHUMN) JIEKAPCTBEHHBIX
penapaToB
2.1 [IpoBeneHre NEpBUYHON IKCIIEPTU3BI
JOKYMEHTOB IIPH MTPOBEACHUH PadOoT, CBA3aHHBIX QUM KOMILICKT
. JIOKYMEHTOB Ha
C AKCIEPTU30M TOKYMEHTOB KIIMHUYECKUX 135,0
uccaeaoBaHui (MCIBITaHUMN) JIEKAPCTBEHHBIX onuy basy .
UCCIIeZIOBaHU I
IIpenapaToB
2.2 | OdopmiieHHE 3aKITIOYCHHS IO PE3yJIbTaTaM OJIMH KOMIUJIEKT 2780
)

OKCIICPTHBIX pa60T, CBA3AHHBIX C IIOPAAKOM

JAOKYMCHTOB Ha




U YCIIOBUSIMU IIPOBEACHUS KIIMHUYECKUX
UCCJIeIOBAaHUM (MCTIBITAHUIN) JIEKAPCTBEHHBIX
npenapaToB, 0(hOpMIIEHHE aKTa CAAYU-TIPUEMKU
OKa3aHHBIX YCIYT

onHy da3zy
HCCIEeI0OBaHNH

23 [TpoBenenue cnenuain3upoOBaHHON SKCIEPTU3BI
JIOKYMEHTOB MIpH pab0oTax, CBSI3aHHBIX
C MPOBEICHUEM KIIMHUYECKHUX HCCIIETOBAHUIMA
(ucbITaHMil) JIEKAPCTBEHHBIX MPENapaToB
2.3.1 | IIpoBeaeHue crieninuaau3upPOBAaHHON SKCIIEPTU3BI
JOKYMEHTOB ISl BBIIa4YH 3aKIIOUEHUS B paMKax
MOJTyYCHHSI pa3perieHus Ha IPOBEJCHHE
UCCIIeI0BaHUsl OMOAPKBUBAJICHTHOCTH OJIMH KOMIUJIEKT
(OMOOCTYMTHOCTH) BOCTIPOU3BEICHHOTO JIOKYMEHTOB Ha 7 538.0
(ruOpUIHOr0) JEKApCTBEHHOTO Mpernapara, onaHy (hazy ’
(bapMakoAMHAMUYECKOTO / uccien0BaHul
(apMaKOKMHETHYECKOTO MCCIIETOBAHUS
JIeKapCTBEHHOIO Mperapara 0TeYeCTBEHHOTO
IPOM3BOJICTBA
2.3.1.1 | JlomonHUTENBHO: TIPOBEICHNE
(apMaKoIOrHYECKON IKCIIEPTU3HI BHEITHUM
OJTHO
skceprom M3 Pb (kiauHuueckum
. AKCIEPTHOE 338,0
dbapmakosI0roM) ¢ MOArOTOBKOM 3KCHEPTHOTO
3aKII0YCHHE
3aKJIIOYCHHS 3aBUTEIIO MO pe3yibTaTaM
CHEIHMAIN3UPOBAHHON IKCIEPTU3BI
2.3.2 | [IpoBeneH#HE ClIeUATU3UPOBAHHON IKCIIEPTHU3BI
JIOKYMEHTOB JUIsI BbIJAUH 3aKIIOYEHUS B paMKaX | OJIMH KOMIUJIEKT
NOJTyYCHHSI pa3peiieHus Ha IPOBECHHE JIOKYMEHTOB Ha 3 980.0
KIMHIUYECKOTO UCCIIEIOBAHMSI OPUTHHAIBHOTO, onaHy (azy ’
OMOJIOrMYECKOTro JIEKApCTBEHHOTO MpernapaTa uccien0BaHut
OTEYECTBEHHOTO MPOU3BOJICTBA
2.3.2.1 | IonOTHUTENLHO: TIPOBEICHUE
CHEIUATM3UPOBAHHON IKCIIEPTU3bI BHEIIHUM
skcrieproM M3 Pb (knmumHndeckum OZIHO
(apMaKoI0roM MM SKCIEPTOM O MPOGHUITIO JKCIIEPTHOE 338,0
KJIIMHUYECKOTO MCCIIE0BaHMs) C TOATOTOBKOM 3aKII0YCHHE
HKCIIEPTHOTO 3aKIIOYECHHUS 3aSBUTEIIO O
pe3yabTaTaM CHEeIHaTN3UPOBAHHON HKCIEPTU3HI
2.3.3 | IlpoBeneHue crienuanu3upOBAaHHON SKCTIEPTH3BI
JIOKYMEHTOB, IIPEJICTABIISIEMbIX ISl BHECEHMUSI
. OJIMH KOMIUJIEKT
CYILIECTBEHHOH MOMPABKH K MPOrpaMMe
JIOKYMEHTOB Ha
(IpOTOKOITY) KIIMHUYECKOTO UCCIIEI0BaAHUS onHy (a3 520,0
JIEKapCTBEHHOTO Mpernapara 0Te4eCTBEHHOTO y DBy
. uccre10BaHul
MIPOU3BOJICTBA C HEOOXOJUMOCTHIO BHEIITHEH
9KCIIEPTHU3BI
2.3.3.1 | JlonmoMHHUTENBHO: TIPOBEICHNE OJTHO
CHEIUAIM3UPOBAHHON IKCIIEPTU3bI BHEILIHUM
AKCIEPTHOE 55,0
skceprom M3 Pb (kiaunnueckum
3aKITIOUEHUE

(hapMaKoJIOTOM WM SKCIIEPTOM 110 PO IO




KIIMHUYCCKOI'O I/ICCJICI[OBaHI/ISI) C HOﬂFOTOBKOﬁ
9KCIICPTHOT'O 3aKIOYCHUA 3adBUTCIIIO 110
pPe3yJibTaTaM CHGHI/IaHI/I?;I/IpOBaHHOﬁ OKCIICPTU3LI

2.3.4 | IlpoBeneHue crieNuaT3UPOBAHHON KCTIEPTH3BI
JIOKYMEHTOB, IIPEJICTABIISIEMbIX ISl BHECEHMUSI
. OJIMH KOMIUJIEKT
CYILIECTBEHHOM MOIpPaBKH K IporpaMmme
JIOKYMEHTOB Ha
(MPOTOKOJY) KIMHUYECKOTO MUCCIEIOBAHMS onHy (a3 393,0
JIEKapCTBEHHOTO Mpenapara 0Te4eCTBEHHOIO Y DBy
. uccien0BaHul
IPOU3BOJICTBA 6€3 HEOOXOIMMOCTH BHEIIIHEH
9KCIIEPTHU3bI
2.3.5 | IlpoBenenue paboT MO OPraHU3ALNN IKCIIEPTU3I
JIOKYMEHTOB 711 Ha3HaueHHoro M3 Pb
UCCIIeIOBaHUsI OMOAKBUBAJICHTHOCTH
OJIUH KOMIUIEKT
(0MOOCTYIMHOCTH) BOCIIPOU3BEICHHOTO
JIOKYMEHTOB Ha
(ruGpuaHOTO) JIEKapCTBEHHOTO TIpernapara, ony (a3 1 489,0
dhapMaKoIMHAMHUYECKOTO / yoasy
uccie10BaHul
(apMaKOKHHETHYECKOTO UCCIIET0BAHUS
JIEKapCTBEHHOTO Mpenapara 0Te4eCTBEHHOIO
IPOU3BOJICTBA
2.3.6 | IlpoBenenue paboOT MO OPraHU3ALNHU SKCIIEPTU3bI | OAMH KOMIUIEKT
JIOKYMEHTOB JjIs1 Ha3HaueHHoro M3 Pb JIOKYMEHTOB Ha 2 208.0
KJIIMHUYECKOTO MCCIIEOBaHUS JIEKAPCTBEHHOTO onHy Qa3zy ’
npenapaTta 0OT€4eCTBEHHOTO MPOM3BOCTBA UCCIIeIOBaHUM
2.3.6.1 | JlomonHUTENHHO: TPOBEACHNE
CHEIUAITM3UPOBAHHOMN IKCIIEPTU3bI BHEIIHUM
skcrieproM M3 Pb (knmumHn4eckum OZIHO
(apMaKoI0roM MM SKCIEPTOM O MPOGHUITIO JKCIIEPTHOE 338,0
KJIIMHUYECKOTO MCCIIEOBaHMs) C TOATOTOBKOM 3aKJII0YEHHUE
HKCIIEPTHOTO 3aKIIOYECHHUS 3aBUTEIIO O
pe3yJibTaTaM CHeNUAIN3UPOBAHHON 3KCIEPTU3BI
2.3.7 | IlpoBenenue paboOT MO OPraHU3ALNHN SKCIIEPTU3bI | OAMH KOMIUIEKT
OTYeTa MO MPOBEICHHOMY KIMHUYECKOMY JIOKYMEHTOB Ha 756.0
UCIBITAHUIO JIEKAPCTBEHHOTO MpernapaTa onHy (a3zy ’
OTEUYECTBEHHOI'0 IPOU3BOJICTBA UCCIeI0BaHu
2.3.8 | IlpoBenenue pabOT MO OPraHU3AUN IKCTICPTU3BI
JIOKYMEHTOB 711 Ha3HaueHHoro M3 Pb
HCCIIeIOBaHUSI OMO3KBUBATICHTHOCTH OJIUH KOMIUIEKT
(OMOOCTYITHOCTH) BOCIIPOU3BEICHHOTO JIOKYMEHTOB Ha 1 848.0
(ruGpuaHOTO) JIEKapCTBEHHOTO TIpemnapara, onny a3y ’
bapmakogMHaAMUYECKOTO / HCCIIeI0BaHUI
(apMaKOKHHETHYECKOTO HCCIIET0BAHUS
JIEKapCTBEHHOTO Mpemnapara
3 [TpoBenenue paboT MO COTIACOBAHUIO

WH(OPMAIIMOHHOTO MHChMa JIJIST MEAUITMHCKUX
pabOTHUKOB 00 M3MEHEHUSAX TTPOPUIIS
6e3omacHOCTH/3(DPEKTUBHOCTH JICKAPCTBEHHOTO
npernapara 0Te4eCTBEHHOTO IMPOU3BOJICTBA




3.1

[IpoBenenne padoT MO COTITACOBAHUIO
WHPOPMAIIMOHHOTO MTUChMa JTSI METUIIHHCKIX
pabOTHUKOB 00 M3MEHEHUSAX TTPOPIIIS
6e3omacHOCTH/3((HEKTUBHOCTH JIEKAPCTBEHHOTO
npenapata (00beMoM 10 1 CTp.) OTEUECTBEHHOTO
IPOM3BOJICTBA

OJIUH KOMIUIEKT
JOKYMEHTOB

181,0

3.2

[IpoBenenne padoT MO COTITACOBAHUIO
WH(OPMAIIMOHHOTO MHChMa JIJIsT MEAUITMHCKUX
pabOTHUKOB 00 M3MEHEHUSAX TTPOPUIIS
6e3omacHOCTH/A((HEKTUBHOCTH JIEKAPCTBEHHOTO
npemnapara (06beMoMm cBbiie 1 cTp.)
OTEYECTBEHHOTO MPOU3BOJICTBA

OJINH KOMIUIEKT
JOKYMEHTOB

259,0

[TpoBenenue paboT MO COrNACOBAHUIO IJIaHA
YIPaBJICHUS PUCKAMU JIEKAPCTBEHHOTO
npenapara 0Te€4eCTBEHHOIO IIPOU3BOICTBA

4.1

[TpoBeneHune paboT MO COrIACOBaHMIO MJIaHa
yIpaBJIeHUs PUCKAaMH OPUTMHAILHOTO
JIEKapCTBEHHOTO npenapara (IpoayKTa
XMMHYECKOT0 CUHTE3a) OTEYECTBEHHOIO
POM3BOJICTBA

OJINH KOMILUIEKT
JOKYMEHTOB

613,0

4.2

[IpoBeneHue paboT MO COrIacoBaHMIO MJIaHA
yIPaBJICHUS PUCKaMH OHOJIOTHYECKOTO
JIEKapCTBEHHOIO IIpernapara 0Te€YeCTBEHHOTO
IPOM3BOJICTBA

OJHH KOMIIJICKT
JOKYMCHTOB

613,0

4.3

[IpoBenenne padoT MO COTITACOBAHUIO TIIAHA
yIpaBJICHUS PUCKaMH BOCTIPOM3BEACHHOTO
(ruGpuaHOTO) JIEKapCTBEHHOTO TIpenapara
OTEUYECTBEHHOTO MPOU3BOJICTBA

OJHWH KOMIIJICKT
JOKYMCHTOB

426,0

4.4

[TpoBeneHue paboT MO COMNIACOBaHMIO MJIaHa
yIpaBJIeHUs pUCKaMH F'OMEONAaTUYECKOTO
(pacTUTENBHOI0) JIEKAPCTBEHHOI'O IIpernapara
OTEYECTBEHHOI'0 IPOU3BO/ICTBA

OJINH KOMIUIEKT
JOKYMEHTOB

420,0

4.5

[TpoBeneHune paboT MO COrIACOBaHMIO MJIaHa
YIPaBJICHUS PUCKAMU JIEKAPCTBEHHOTO
pernapara OTe4eCTBEHHOIO IPOU3BOCTBA

C YY4€TOM IKCIEPTU3bI JOIOIHUTEIBHBIX
MaTepuagoB

OJHWH KOMIIJICKT
JOKYMCHTOB

303,0

[TpoBenenue paboT MO KCTIEPTHU3E
HEePUOIMYECKOT0 OOHOBISIEMOTO OTYETa

0 6e30MacHOCTH JIEKapCTBEHHOTO Mpernapara
OTEYECTBEHHOTO MTPOM3BOJICTBA

5.1

[IpoBeneHue paboT MO IKCIIEPTH3E
HIEPHOINYECKOT0 OOHOBIISIEMOTO OTYETa
0 6e30MmacHOCTH OPUTUHATBHOTO
JIEKapCTBEHHOT'O Tpenapata (IpoyKTa
XUMHYECKOTO CHHTE3a) OTCUYSCTBEHHOTO
IPOM3BOJCTBA

OJINH KOMILUIEKT
JOKYMEHTOB

565,0




5.2 | IlpoBenenune paboT MO HKCHEPTU3E
HEePUOIMYECKOT0 OOHOBIIEMOTO OTYETA O OJIH KOMITJIEKT
0€30macHOCTH OMOJIOTHYECKOT0 JICKAPCTBEHHOTO JTOKYMEHTOB

npenapara 0Te4eCTBEHHOIO IPOU3BOICTBA

604,0

5.3 [IpoBeaeHue padboT MO IKCIEPTU3E
NEPUOIUYECKOT0 OOHOBIIIEMOTO OTYETa

0 6e30MmacHOCTH BOCTIPOU3BEACHHOTO
(ruOpuAHOTO) JIEKApCTBEHHOT'O MIpenapara
OTEUYECTBEHHOTO MPOU3BOJICTBA

OJHH KOMIIJICKT

462,0
JOKYMEHTOB

5.4 | IlpoBenenue paboT MO IKCIEPTU3E
HEPUOINIECKOr0 OOHOBIIIEMOTO OTYETa

0 0€30MaCHOCTH TOMEOTIATHYECKOTO
(pacTUTEIBHOI0) JICKAPCTBEHHOTO Mpenapara
OTEYECTBEHHOTO NMPOU3BOJICTBA

OJHWH KOMIIJICKT

462,0
JIOKYMEHTOB

5.5 [IpoBeaeHue padboT MO IKCIEPTU3E
NePUOINIECKOT0 OOHOBIISIEMOTO OTYETa

0 0e30MmacHOCTH JIEKApCTBEHHOTO IIpernapara
OTEUYECTBEHHOTO TPOU3BOJICTBA C YUETOM
DKCIEPTHU3bI JIOTIOJHUTENBHBIX MaTEpHAIIOB

OJHH KOMIIJICKT

341,0
JOKYMEHTOB

Uckirouen npukazom ot 30.06.2026 Ne 177

[IpoBenenne paboT MO COTIACOBAHUIO
00pa3oBaTeIbHBIX MAaTEPUAJIOB JUJIS
MEIULIUHCKUX PAaOOTHUKOB, (hapMalleBTUYECKUX | OIMH KOMIUIEKT
paOOTHUKOB U MALIMEHTOB JUIS JIEKapCTBEHHBIX JTOKYMEHTOB
IpenapaToB OTEUECTBEHHOTO / 3apy0eKHOTO
IPOM3BOJICTBA

211,0

[Ipumeuanue:

1. Tapudsl HacToOsIIETO NpeMCKypaHTa NEUCTBYIOT JI PE3UJICHTOB
Pecnybmuku  benmapyce  Ha  Tepputopun  PecnyOnuku  bemapych
U PacrpoCTpaHsOTCA Ha paboThl (YyCIyrd), OKa3blBa€Mble YMPABICHUEM
JeKapCcTBEHHBIX  cpeactB  YII  «lleHTp  dKchnepTH3 W HCHBITAHUU
B 3/IpaBOOXPAHEHUNY, 32 MIPOBEJICHUE padboT (YyCiIyr) Mo:

— 00€CIeYeHNI0  KauyecTBa MPOBEJACHUS  KJIMHUYECKUX  UCHBITAHUU
JIEKApPCTBEHHBIX CPEACTB;

— IPOBEJCHUIO KOMIUIEKCa paboOT 1O  OpraHu3alMi  SKCIEPTU3bI
JOKYMEHTOB, CBSI3aHHBIX C OKCIEpPTHU30M JOKYMEHTOB KIMHHYECKHUX
UCCIIeIOBAaHUH (MCIIBITAHU) JIEKAPCTBEHHBIX MPEMapaToB;

— COTJIACOBAaHUIO  MH(MOPMAIIMOHHBIX  MHCEM  JUISI  MEIUIMHCKUX
pabOTHUKOB 00 wu3MeHeHusx mnpodwis 0e30nacHOCTH/AP(HEKTUBHOCTH
JIEKaPCTBEHHBIX CPEJICTB;




— COTJIACOBAHUIO MJIaHA YIIPABJIEHUS PUCKAMHU JICKAPCTBEHHBIX CPEJICTB;

— JKCIIEPTU3 MEPUOJUYECKOr0 OT4eTa MO OE€30MaCHOCTH OPUTHMHAIBHBIX

JIEKapCTBEHHBIX CPEJICTB;

— COTJIACOBAaHUIO 00pa30BaTENIbHBIX MATEPUATIOB I  MEIUIMHCKUX

U (hapManeBTUYECKUX PAOOTHUKOB, MAIMEHTOB.

2. Tapudwr HACTOSIILETO MpENCKypaHTa mudpepeHIpOBaHbBI
B 3aBUCUMOCTH OT TpyHI  JIEKAPCTBEHHBIX  CPEJACTB  (OpUTMHAJIbHBIC
(OMoaHamOTUYHBIE), TEHEPUUYECKUE U JIP.) U CIOKHOCTU MTPOBEACHUS IKCIIEPTHU3.

3. CToUMOCTh XUMUYECKHUX, TOKCUKOJIOTUYECKUX U UHBIX UCCIEIOBaHUMH,
MaTepuasioB, BTOPOM W KaXJOW TMOCIEAYIOmed HKCIEepTU3bl JOKYMEHTOB
KcrepraMu (B T.4. BHEIIHMMH), BCIIOMOTaTeIbHbIX pabOT U  YCHYT,
HEOOXOJIMMBIX JIJIsI TIPOBEJICHUS] SKCIEPTU3BI JOKYMEHTAIUM B COOTBETCTBUHU
C IpUjaraéMbIMK  XapaKTEpUCTUKaMU paboOT, OIJIAYUMBACTCS 3asBUTEIEM
JOTIOJIHUTEIBHO, B TOM 4HUCJE N0 TapudaMm, YTBEPKICHHBIM B YCTAaHOBICHHOM
MOPSIIKE.

4.Tlo pacnopspkeHuro MuHucTepcTBa 3ApaBooxpaHeHus: PecmyOnuku
benapych, okazanue yciuyr (mpoBeleHHE padoT), BKIIOYEHHBIX B HACTOSILIUN
PENCKypaHT, MOKET MMPOU3BOUTHCA 0€3 B3UMAHUS TUIATHI.
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