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OAO "®apmcrangapr-Y paBUTA"
450077, Y da, yn. Xynaiibepanna, 28
Jlupexrop 1o kadectBy: Tei/pakc (347) 291-21-17 (+4978), e-mail<ikbashkova@pharmstd.ru>
Havaneank OKK: Ten/daxc (347) 272-35-34 (+4745), e-mail<takovalchuk@pharmstd.ru>

HanmeHoBaHue npenapara no HA,

Homep cepum

1372871

Aata npoussogcrea 28.08.2025
Aara ynakoBku 16.04.2026

AHanusbl/UcnbiTaHUA NPoBeaeHbl B COOTBETCTBUM ¢ H,

lopgeH po 07.2027

@ COII-BII-OKK-793 ©.2189/1

Crp. 1 uz 4
Macnopt Ne 040000820756
BeHK/IeKCTa, TabNeTKM NOKPbITbIe NIeHOYHOoM 06onouKkol 50 mr
Konnuectso npoayKuum B cepuu (T.ynak) 0,203

HA, /IN-Ne(004567)-(Pr-RU)-031025

onpegeneHue

BEHETOK/1aKCa

Dara HaumeHoBaHue Tpe6oBaHua HA, Pe3ynbTaTtbl aHanU30B/McnbITaHUI
aHanusa nokasarenew
21.04.2026 Onucanne OBanbHble ABOAKOBbINYK/ble TabNeTKK, NOKPbITbIE CootBeTcTByeT
NAeHOYHOM 060N10UKONM CBETNO-KOPUYHEBOTO LIBETA OBasibHble ABOAKOBbINYK/ble TabNeTKK,
C rpaBUPOBKOW «V» Ha 0AHOM cTopoHe M «50» Ha NOKPbITbIE NIEHOYHOW 060N04KOM
L,pYyroi cTopoHe CBETN0-KOPUYHEBOTO LiBeTa C
rPaBMPOBKOM «V» Ha O4HOMN CTOPOHE U
«50» Ha ApYyron CTopoHe
21.04.2026 NpeHTndnkauma Bpemsa yaepxunBaHMA OCHOBHOrO NUKa Ha Moareepxaaerca
B3XKX XpomaTtorpamme UCNbITYyeMOro pacTeopa AOMKHO
COOTBETCTBOBATb BPEMEHU YAEPKMBAHMA NUKa
BEHETOKNAKCa Ha XpomaTorpamme CTaHAapPTHOro
pacTBopa (BpemeHa yAep»KUBaHUA SOKHbI
pasnuyatbes He Gonee yem Ha 2,0 %)
21.04.2026 NaeHTudukauma Y®-cneKTp ncnbiTyemoro pactsopa no MopTBepxaaerca
Y®-cnektpockonua MaKCMMyMam NOTNOLLEHNA JOKEH
COOTBETCTBOBATL CMEKTPY CTaHAAPTHOrO pacTsopa
B AMana3oHe aaunH BoaH oT 210 Hm a0 360 Hm
21.04.2026 Boga He 6onee 4,0 % 1,6 %
21.04.2026 PactBopeHue He 6onee 30 % 3a 30 MuH 18 %
He meHee 55 % 3a 120 muH 65 %
He meHee 80 % 3a 180 muH 93 %
21.04.2026 Mpumecn A-1548065.0 - He 6onee 0,25 % MeHee 0,05 %
A-1548068.0 - He 6onee 0,50 % 0,15 %
Mpoyne egmuHmyHbIE Npumecu — He 6onee 0,20 % 0,05%
Cymma npumeceit — He 6onee 1,0 0,3%
22.04.2026 MuKpobuonornyeckas Obuiee 4ncno aspobHbIX MUKPOOPraHU3MOB — He meHee 100 KOE/r
yncToTa 6onee 1073 KOE B 1 r npenapara;
06Lee YNCN0 APOXKIKEBBIX U NNECHEBbIX TPMBOB — meHee 50 KOE/r
He 6onee 1072 KOE B 1 r npenaparta;
otcyTcTBue Escherichia coli B 1 r npenapata OTcyTcTBME
21.04.2026 OZHOPOAHOCTb 10/10 Tabnetok: AV < L1=15,0 nan 30/30 CootseTcTayeT
L03UPOBaHHbIX eANHUL, Tabnetok: AV < L1=15,0 n HM o4HO OTAeNbHOe
coaepiKaHune He A0/MKHO BbiTb MmeHee (1-L2 x
0,01)M u 6onee (1+L2 x 0,01)M, L2=25,0
10/10 TabneTok: AV < L1=15,0 nan 30/30 1,5
Tabnetok: AV < L1=15,0 n HM 04HO OTAeNbHOe
cofepiKaHme He A0MKHO bbiTb meHee (1-L2 x
0,01)M v 6onee (1+L2 x 0,01)M, L2=25,0
21.04.2026 KonnyectseHHoe 071 95,0 Ao 105,0 % oT 3aABNEHHOro KoNMYecTsa 99,9 %




@ COII-BII-OKK-793 ©.2189/1

Crp.2u3 4

Macnopt Ne 040000820756

BeHkneKcTa, TabIeTKM NOKPbITbIE NIEHOYHOW
o060s104K01 50 mr

Cepua: 1372871

22.04.2026

YnakoBKa

Tabnetkun 10 mr

Mo 2 TabneTkn, NOKPbITbIE NNEHOYHOM 060104KOM
B baucTepe us
NONMBUHUAXNAOPUA/NONNITUAEH/NOAUXNOPOTPUDT
opaTUNEeHa 1 anloMmuHuesol donbru. Mo 7
611CTEPOB BMECTE C MHCTPYKLMEN N0 NPUMEHEHUIO
B NayKe KapTOHHOW.

Tabnetkun 50 mr

Mo 1 TabneTke, NOKPbLITON NIEHOYHOW 060104KOM B
6auctepe us
NOAUBMHUAXNOPUA/NOANITUAEH/NOANXNOPOTPUGT
opaTUneHa n antomuHuesol donbru. Mo 7
611CTEPOB BMECTE C MHCTPYKLMEN N0 NPUMEHEHUIO
B NayKe KapTOHHOW.

Tabnetkn 100 mr

- No 1 TabneTtke, NOKPLITON NAEHOYHOM

obonoykoi, B 6anctepe us
NONIMBUHUAXNOPUA/NONNITUAEH/NOANXNOPOTPUPT
op3aTUNeHa 1 antomuHuesol donbru. Mo 7
611CTEPOB BMECTE C MHCTPYKLMEN N0 NPUMEHEHUIO
B NayKe KapTOHHOW.

- Mo 2 TabneTku, NoKpbITbie NAEHOYHOM
o060s104Kol, B 6ancTepe us
NOAMBUHUAXN0PUA/NOANITUAEH/NOAUXNOPOTPUGT
op3aTuneHa n antomuHmesol donbru. Mo 7
61MCTEPOB BMECTE C MHCTPYKLMEN MO NPUMEHEHUIO
B NayKe KapPTOHHOW.

- Mo 4 TabneTku, NOKpbITbie NAEHOYHOM
o060s104KoM, B 6ancTepe u3
NOAVBUHUAXN0PUA/NOANSTUAEH/NOAUXNOPOTPUGT
opaTUNEHa U anloMuUHKUeBol donbru. Mo 7
611CTEPOB BMECTE C MHCTPYKLMEN MO NPUMEHEHUIO
B MayKe KapPTOHHOM, MO 4 NaYKN KapTOHHbIE B

nayke KapTOHHOW.

CoortsetcTByeT

Mo 1 TabneTke, NOKPHLITOWN NNEHOYHOM
obonoykoli B bamctepe 3
NONIMBUHUAXAOPUA/NOANITUAECH/NOANXA
OpOTPUPTOPITUNEHA U ANNIOMUHNEBOM
donbru. Mo 7 6anctepos BmecTe ¢
MHCTPYKLMEW NO NPUMEHEHMIO B MayKe
KapTOHHOMN.
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Macnopt Ne 040000820756

BeHkneKcTa, TabIeTKM NOKPbITbIE NIEHOYHOW
o060s104K01 50 mr

Cepua: 1372871

22.04.2026

MapkunpoBka

Ha 6ancTepe Ha pyccKOMm fi3biKe yKasblBatoT:
JIOrOTUN AepKaTens PerncTpaLMoHHOro
YAOCTOBEPEHUA Ha aHITMIICKOM A3blKe, TOProBoe
HavMeHOBaHWe IeKapCTBEHHOTO npenapara,
[03MPOBKY, NeKapcTBeHHY0 popmy, MHH (Ha
PYCCKOM M aHIMICKOM A3blKax), HOMep cepuu,
ATy UCTEeYEHUA CPOKa roaHOoCTU («lofeH f0:»);
MOTyT 6bITb HAHECEHbI BHYTPEHHME 3aBOACKME
KoApbl.

Ha BTOpUYHOM 1 NPOMEXKYTOYHOM ynakoBke (nayke
KapTOHHOW, coaeprKallelt 7 6aucTepos), Ha
PYCCKOM A3bIKe YKa3blBaloT: TOProsoe
HavMeHOBaHWe IeKapCTBEHHOTO Npenapara,
[03MPOBKY, NEKapCcTBEHHYO popmy, MHH (Ha
PYCCKOM M aHIIUICKOM A3biKax), U306paxeHune
TabneTkn, cnocob NnpumeHeHus, obiee
KoaM4ecTBO TabaIETOK B yNaKOBKe, NOroTvn
AepKaTena perncTpaLMoHHOro yAocToBepeHns (Ha
QHINIMINCKOM A3bIKE), KONNYECTBO 6MCTEPOB B
yNaKoBKe, KO/IMYeCTBO TabAeToK B O4HOM
6nu1cTepe, KOAMYECTBO AEMCTBYIOLLErO BELLECTBa B
ofiHoW TabneTke; HAMMEHOBaHME U CTPaHy
Aep)KaTens perucTpaumoHHOro YA0CTOBEPEHWS,
npeaynpeauTenbHyio Haanuce: «Mepes
npumeHeHWeM BHUMATEbHO 03HAaKOMbTECh C
JINCTKOM-BK/IaZbILLEM. », YC/IOBUA XPAHEHUS,
npeaynpeauTesibHY0 HaANUCb: «XPaHUTb B
HeJOCTYNHOM A/1A AeTeit MecTe.», YCI0BUA
OTNYCKA, LWUTPUX-KOA; NpeaynpesnTenbHyio
Hagnucb «MpuMHUMaliTe NnpenapaT BHYTPb, BO
Bpems eapbl (Bo n3bexaHue pucka CHUMKEHUA
3¢bEKTUBHOCTU TEPANUK), TPUMEPHO B OLHO U TO
»Ke BpemMsi OAWH pas B CyTKU. [pornaTbiBaiiTe
TabneTku LLeNIMKOM, 3anunBan AOCTaTOYHbIM
KOZIMYECTBOM BOAbI.»; HOMEp cepuu, AaTy
NPOV3BOACTBA, AATy OKOHYaHMA CPOKa roAHOCTM
(«fozeH f0:»). MoryT 6bITb HaHECEeHbI BHYTPEHHME
3aBO/CKME Koabl. MOXeT 6bITb HaHeceHa
3alUTHAA ronorpamma.

Ha nayke KapTOHHOM Ha PYCCKOM fi3biKe
[0MOJTHUTENIbHO YKa3blBaloT: HAUMEHOBAHME U
CTPaHy Npou3BOAUTENSA, HAUMEHOBaHWE
opraHu3aLLMm, OCyLLEeCTBAAOLLEN BTOPUUHYIO
YNaKOBKY W BbIMyCKaIOLLMI KOHTPO/Ib KayecTsa, ee
IOrOTUN U CTPaHy, UHbopmauumio ana
MOHWUTOPUHIa ABUXKEHUA NIeKapCTBEHHOTO
npenaparta oT NPOU3BOAUTENS A0 KOHEYHOTO
noTpebuTens; LONONAHUTENBHO MOKET HAHOCUTLCA
CTUKEp ANA KOHTPO/IA NEPBOrO BCKPbITUA.
MpumeyaHue: nHGopmauusa ANA MOHUTOPUHTA
ABWXEHUA NeKapCTBEHHOTo Npenapara ot
NpoV3BOAUTENA 40 KOHEYHOro noTpebutens He
HaHOCMUTCA Ha MaYKM KapTOHHbIE, KOTOpble
BK/1aZ,bIBAIOTCA BO BTOPUYHYIO YNAKOBKY (Nauky
KapTOHHYI0, COAEPKaLLYH0 4 Na4yKM KapTOHHbIX NO
7 6nuctepos).

Ha BTOpWYHOI ynakosKe (Nayke KapTOHHOM,
cofepKalleit 4 naukn KapToHHbIX No 7 6amcTepos)
Ha PYCCKOM A3bIKE YKa3blBaloT: TOProBoe
HavMeHOBaHWe IeKapCTBEHHOTO npenapara,
[03MPOBKY, NEeKapcTBeHHY0 popmy, MHH (Ha
PYCCKOM M aHIUICKOM A3biKax), U306paxkeHune
TabneTkn, cnocod npumeHeHus, obuiee
KOAIM4ecTBO TabNIETOK B yNaKOBKe, NOroTvN

CoortsetcTByeT

Ha 6ancTepe Ha pyccKom s3bike
YKasaHbl: 1OroTvN gepxatens
PerncTpaLMoHHOro yaoCToBEPEHNA Ha
QHIUIACKOM f3blKe, TOprosoe
HanMeHOBaHWe IeKapCTBEHHOIO
npenaparta, fl03MPOBKa, IEKaPCTBEHHasn
¢dopma, MHH (Ha pycckom u
AHIIMIMCKOM A3bIKax), HOMep cepuu,
[aTa ucTevyeHunn cpoka rogHocTm («lfogeH
£0:»).

Ha BTOpUYHOI ynakoBske (nNayke
KapTOHHOW, coaeprKalleit 7 6auctepos),
Ha PYCCKOM fi3bIKe YKa3aHbl: TOprosoe
HanMeHOBaHWe IeKapCTBEHHOIO
npenaparta, fJ03MPOBKa, IEKAPCTBEHHasn
dopma, MHH (Ha pycckom u
AHIIMICKOM A3bIKax), n3o0bpaxkeHne
TabneTkn, cnocob NnpumeHeHus, obuee
KOAMYeCcTBO TabNeToK B yNaKoBKe,
NIOrOTUN AepsKaTens PerncTpaLmMoHHOro
YAO0CTOBEPEHUA (Ha aHIIMICKOM A3bIKe),
KONMYEeCTBO BANCTEPOB B YNAKOBKe,
KO/IMYECTBO TabNETOK B OAHOM
611cTePE, KONIMYECTBO AENCTBYIOLLENO
BellecTBa B 04HOM TabneTke;
HauMeHOBaHWe 1 CTPaHa AepKaTens
PerncTpaLmoHHOro YA0CTOBEPEHUS,
npeaynpeauTensHaa Hagnuce: «Mepepq,
NpUMeHeHWem BHUMaTeNbHO
03HAaKOMBTECH C JIMCTKOM-BK/IaAbILLEM. »,
YCN0BUA XpaHeHwWs, NpeaynpeauTenbHas
HagNUCb: «XPaHWUTb B HELOCTYMHOM ANS
OeTelt MecTe.», yCN0BUA OTNYCKa,
WITPUX-KOA; NpeaynpeauTenbHas
Hagnucb «MpuHMMaiiTe npenapat
BHYTPb, BO Bpems eAbl (Bo usbexaHue
pUCKa cHUXKeHus apdeKTUBHOCTU
Tepanuu), NPUMepPHO B OZHO U TO Ke
BPeMsA OAVWH pas B CYTKU. [pornatbiBaite
TabneTku LennKom, 3anunsas
[0CTaTOYHbIM KOJIMYECTBOM BOZbI. »;
HOMep cepuu, AaTa NPOU3BOACTBA, AaTa
OKOHYaHMWA cpoka rogHocTy («foaeH
[0:»). HaHeceHbl BHYTpeHHUWe 3aBOACKME
KoAbl. HaHeceHa 3awuTHan
ronorpaMmma.

Ha nayke KapTOHHOM Ha PYCCKOM fi3blKe
[OMOSIHUTENbHO YKa3aHbl:
HanMeHOBaHMe U cTpaHa
npou3BOAUTENSA, HAMMEHOBaHMeE
opraHusauumm, ocylecTeasatowein
BTOPUYHYIO YNAaKOBKY U BbIMyCKatoLWui
KOHTPOJIb Ka4ecTBa, ee JI0roTun u
CTpaHa, MHbopMaLUA A1 MOHUTOPUHTA
[OBW)XXEHUA NeKapCTBEHHOrO Npenapara
OT NPOU3BOAMUTENA A0 KOHEYHOTO
notpebutens.
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Macnopt Ne 040000820756
BeHK/eKcTa, TabeTKN NMOKPbITbIE NAEHOYHOW

o060s104K01 50 mr
Cepua: 1372871

Aep)KaTens perncTpauMoHHOro yAocToBepeHns (Ha
AHIINACKOM f3bIKE), KOAMYECTBO Nayek
KapTOHHbIX, KONMYECTBO 61MCTEPOB B Nayke
KapTOHHOM (NpOoMeXKyTo4YHasA ynakoBKa),
Konnuectso TabneTok B ogHOM 6aucTepe,
KO/IMYECTBO AeWCTBYIOLLErO BeLecTBa B O4HOW
TabneTtke, NpeaynpeauTenbHyo Hagnuco: «Mepeg,
npumeHeHWeM BHUMATENbHO 03HAaKOMbTECH C
JINCTKOM-BK/IaZbILLEM. », YC/IOBMA XPaHEHUS,
npeaynpeauTesibHy0 HaANUCh: «XPaHUTb B
HeJOCTYNHOM A/1A AeTeit MecTe.», YCNoBUA
OTNyCKa, HOMep cepuu, AaTy NPOU3BOACTBA, AaTy
OKOHYaHUA CPOKa rogHocTu («lfogeH f0:»),
HavMeHOBaHWe U CTpaHy Aep)KaTens
PerucTpaLyoHHOro yA0CTOBEPEHMS, LUTPUX-KOZ,
MOryT 6bITb HAHECEHbI BHYTPEHHME 3aBOACKME
KoApbl.

Ha nayke KapTOHHOM Ha PYCCKOM fi3bIKe
AOMNOJTHUTENBHO YKa3blBaloT: HAUMEHOBAHME U
CTpaHy NPOV3BOAUTENSA, HAMMEHOBaHWeE
opraHv3aLmm, OCyLLeCTBAAOLLEN BTOPUUHYIO
YNaKOBKY M BbiMyCKaIOLLMI KOHTPO/b KayecTsa, ee
JIOrOTUN U CTPaHy, UHbOpMaumio ans
MOHWUTOPUHIA ABUXKEHUA /IeKapCTBEHHOTO
npenapata oT NPOU3BOAUTENA A0 KOHEYHOTO
noTpebuTens; AONONAHUTENBHO MOMXKET HAHOCUTLCA
CTUKEp AN1A KOHTPOIA NEPBOro BCKPbLITUA.
MpumeyaHue: npu GopmMpoOBaHUKM HOMEPA Cepun
roTOBOro NPOAYKTa K HOMepy cepum,
NPUCBOEHHOMY NPOAYKTY «in bulk» 1 ykazaHHOMyY
Ha NepBUYHOI YNaKoBKe, MOTyT f06aBNATbCA
CUMBObI (BYKBbLI AW LUdPbLI), NPUCBOEHHbIE
ynakoBLLMKOM. TakKum 0b6pasom, Homep cepuu,
YKa3aHHbIN Ha BTOPUYHOW YNAKOBKE, MOKET BbITb
Ha HeCKO/IbKO CMMBOJI0B A/IMHHEe HOMepa cepuu,
YKa3aHHOro Ha NepBMYHON ynaKoBKe.

22.04.2026

XpaHeHwne

Mpu TemnepaTtype He Bbiwe 30 °C.

CooTBeTcTByeT

22.04.2026

CpoK rogHocCTH

2 roga.

CooTBetcTByeT

fogeH no 31.07.2027

3akntoueHre OKK: JlekapcTBeHHbIN NpenapaT BeHKAeKcTa, TabNeTKu NOKpbITbie NaeHoYHoM o6on04ykoi 50 mr cepumn 1372871

cootserctayeT H/, JIN-Ne(004567)-(PT-RU)-031025

3amecTuTenb HayasbHUKa oTAeNa

KOHTPO/IA KayecTBa:

3y6apesa Onusa BauecnaBoBHa

MoANMCcaHO 3N1EKTPOHHOMN NOANUCHIO

22.04.2026 14:44 27720664-7938961391

[aTa BblAaym 3aKkno4eHns o Kadectse 22.04.2026




