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Macnopt Ne 040000813043
HanmeHoBaHue npenapara no HA, BeHK/IeKCTa, TabNeTKM NOKpbITbIe NAeHOYHOoM obonoukoit 100 mr
Homep cepum 1335708 Konnuectso npoayKuum B cepuu (T.ynak) 1,811

Aata npomussogcrea 12.02.2025
Aara ynakosku 05.03.2026

AHanusbl/UcnbiTaHUA NPoBeaeHbl B COOTBETCTBUM ¢ H,

lopgeH po 01.2028

HA, /IN-Ne(004567)-(Pr-RU)-120224

Dara HaumeHoBaHue Tpe6oBaHua HA, Pe3ynbTaTtbl aHanU30B/McnbITaHUI
aHanusa nokasarenew
12.03.2026 Onwucaxne OBasibHble ABOAKOBbINYK/blE TaBNETKM, NOKPbLITbIE CooTBeTcTByeT
NAeHOYHOM 060N0YKON CBETNIO-KENTOrOo LiBeTa ¢
rpaBMpoOBKOI «V» Ha 04HOM cTopoHe U «100» Ha
L,pYrov ctopoHe
12.03.2026 NpeHTndukayms Bpems yaepKMBaHWA OCHOBHOTO MUKa Ha MNoaTeepkpaetca
BIXKX XpomaTtorpamme MCMNbITyeMOro pacTBopa AOMKHO
COOTBETCTBOBATb BPEMEHU YAEPKMBAHUA NUKA
BEHETOK/IaKca Ha XpomaTorpamme CTaHAAPTHOrO
pacTBopa (BpeMeHa yaepKUBaHUA LONKHbI
pasnnyatbea He 6onee yem Ha 2,0 %)
12.03.2026 NpeHTudUKayma Y®-cneKTp UCNbITyemMoro pacTsopa no MoaTeepkpaerca
Y®-cnektpockonus MaKCMMyMaM NOTNOWEHUA JOIKEH
COOTBETCTBOBATL CMNEKTPY CTAHAAPTHOrO pacTeopa
B AMana3oHe AaunH BoaH oT 210 Hm g0 360 Hm
12.03.2026 CopepraHue Boabl He 6onee 4,0 % 1,4 %
12.03.2026 PactBopeHue He 6onee 25 % 3a 30 muH 15%
He meHee 40 % 3a 120 muH 49 %
He meHee 80 % 3a 240 muH 87 %
12.03.2026 Mpumecun A-1548065.0 - He 6bonee 0,25 % Menee 0,05 %
A-1548068.0 - He 6onee 0,50 % 0,21%
Mpoune egnHUYHbIE NpUMecH - He 6onee 0,20 % 0,05%
Cymma npumecei - He 6onee 1,0 % 0,3%

11.03.2026 Mukpobuonoruyeckas Obuiee 4ncno aspobHbIX MUKPOOPraHU3MOB — He
4ncToTa 6onee 1000 KOE B 1 r npenapara

Obuiee YNCNO APOXKIKEBDLIX U NIECHEBbIX rPUH0B —
He 6onee 100 KOE B 1 r npenapata

Orcytctue Escherichia coli B 1 r npenapara

meHee 10 KOE/r

meHee 10 KOE/r

OTcyTcTBMe

10/10 Tabnetok: AV < L1=15,0 nan 30/30
Tabnetok: AV £ L1=15,0 #n HM 04HO OTAeNbHOe

12.03.2026 OpHOpOAHOCTL
[03UPOBAHHbIX €AMHUL,
cofepiKaHme He A0MKHO BbITb MmeHee (1-L2 x
0,01)M n 6onee (1+L2 x 0,01)M, L2=25,0
10/10 Tabnetok: AV < L1=15,0 uamn 30/30
TabneTok: AV < L1=15,0 n HM o4HO oTAeNnbHoe
cofepyKaHue He A0MKHO 6biTb MmeHee (1-L2 x
0,01)M u 6onee (1+L2 x 0,01)M, L2=25,0

CoortsetcTByeT

4,2

12.03.2026 KonunyecteeHHoe 071 95,0 % no 105,0 % OT 3aABNEHHOrO KOANYeCTBa

onpegeneHve BEHETOK/1aKCa

103,0 %
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BeHkneKcTa, TabIeTKM NOKPbITbIE NIEHOYHOW
o6on04koit 100 mr

Cepua: 1335708

11.03.2026

YnakoBKa

Mo 1 TabneTke, NOKPLITON NIEHOYHOWM 0600UKOW,
B 6ancTepe us
NOAUBMHUAXNOPUA/NOANITUAEH/NOANXNOPOTPUGT
Op3TUNEHA M aNIOMUHUEBOMN

donbru. Mo 7 6anctepos BMeCTe C MHCTPYKLMEN NO
NPUMEHeHMI0 B Nauke

KapTOHHOM.

Mo 2 TabneTkun, NoKpbITbie NAEHOYHOM 060/104KOM,
B 6aucTepe u3
NONIMBUHUAXNOPUA/NONNITUAEH/NOANXNOPOTPUPT
Op3TUNIEHA M aNIOMUHUEBOM

donbru. Mo 7 6anctepos BMECTE C UHCTPYKLMEN No
NPUMEHEeHMI0 B Nauke

KapTOHHOM.

Mo 4 TabneTkmn, NOKPbLITbIE NIEHOYHON 060/104KOM,
B 6ancTepe us
NOAVBUHUAXA0PUA/NOANITUAEH/NOAUXNOPOTPUGT
Op3TUNEHA U aNOMUHUEBOM

donbru. Mo 7 6ancTepoB BMECTE C UHCTPYKLMEN NO
NPUMEHEHMI0 B Nayke

KapTOHHOW, N0 4 NayYkM KapTOHHbIE B Nauke
KapTOHHOMW.

CoortsetcTByeT

4 TabneTkun, NOKPbITbIE NIEHOYHOM
obonoykoii, B 6anctepe ns3
NONIMBUHUAXAOPUA/NOANITUAECH/NOANXA
OpOTPUPTOPITUNEHA U ANNIOMUHNEBOM
donbru. Mo 7 6anctepos BmecTe ¢
MHCTPYKLMEN NO NPUMEHEHMIO B NayKe
KapTOHHOM, N0 4 NaYKM KapTOHHbIE B
nayke KapTOHHOW.
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BeHkneKcTa, TabIeTKM NOKPbITbIE NIEHOYHOW
o6on04koit 100 mr

Cepua: 1335708

11.03.2026

MapkunpoBka

Ha 6ancTepe Ha pyccKOMm fi3biKe yKasblBatoT:
JIOrOTUN AepKaTens PerncTpaLMoHHOro
YAOCTOBEPEHUA Ha aHITMIICKOM A3blKe, TOProBoe
HauMeHOBaHWe NEKAPCTBEHHOrO 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 YKa3blBaOT: TOProBoe
HaumeHOBaHWe NEeKapCTBEHHOrO Npenapara,
[03MPOBKY, NEKapCcTBEHHYO popmy, MHH (Ha
PYCCKOM M aHIIUICKOM A3biKax), U306paxeHune
TabneTkn, cnocob NnpumeHeHus, obiee
KoaM4ecTBO TabaIETOK B yNaKOBKe, NOroTvn
AepKaTena perncTpaLMoHHOro yAocToBepeHns (Ha
aHIIMICKOM f3bIKe), KoMyecTso 61McTepoB B
YNaKOBKeE, KONIMYECTBO TabNETOK B OLHOM
6au1cTepe, KONMYECTBO AENCTBYIOLLENO 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
HefoCTYNHOM ANA AeTel MecTe.», yCI0BUA
OTNYCKa, LWTPUX-KOA,; NpeaynpeanTenbHyto
Haanucb «MpuHUMaTe NpenapaT 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
NPOW3BOACTBA, AATYy OKOHYaHWUA CPOKa rOAHOCTU
(«fozeH fo»). MoryT 6bITb HAaHECEHbI BHYTPEHHMWE
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 UM BbINYCKaOLWMIA KOHTPO/Ib KAaYecTsa, ee
IOrOTUN U CTPaHy, UHbopmauumio ana
MOHWUTOPUHIa ABUXKEHUA NIeKapCTBEHHOTO
npenaparta oT NPOU3BOAUTENS A0 KOHEYHOTO
noTpebuTens; LONONAHUTENBHO MOKET HAHOCUTLCA
CTUKEp ANA KOHTPO/IA NEPBOrO BCKPbITUA.

Ha BTOpWYHO ynakosKe (Nayke KapTOHHOM,
cofiepiKalleit 4 naukn KapTOHHbIX No 7 6amcTepos)
Ha PYCCKOM fA3blKe YKa3blBaloT: TOProsoe
HaumeHOBaHWe NEeKapCTBEHHOrO Npenapara,
[03MPOBKY, NEKapcTBEHHYO popmy, MHH (Ha
PYCCKOM M aHIUICKOM A3biKax), U306paxkeHune
TabneTkn, cnocob NnpumeHeHus, obiee
KO/AIM4ecTBO TabJIETOK B YNAaKOBKe, NOroTvn
Aep)KaTens perncTpauMoHHOro yAocToBepeHns (Ha
aHIIMICKOM f3bIKE), KOAIMYEeCTBO NaveK
KapTOHHbIX, KONNYECTBO 6UCTEPOB B NayKe
KapTOHHOW, KOTOPaA BKNAAbIBAETCA B TPETUUHYIO
yNaKoBKyY; KOIMYECTBO TabaeToK B 04HOM
6nucTepe, KONMYECTBO AEMCTBYIOLLErO BELLECTBA B
ofHoW TabneTke, NnpeaynpeauTeNbHYIO HAANWUCD:

CoortsetcTByeT

Ha 6ancTepe Ha pycckom s3bike
YKasaHbl: 1OroTvN gepaTtens
PerncTpaLMoHHOro yaoCToBEPEHNUA Ha
AHIINIACKOM f3blKe, TOprosoe
HanMeHOBaHWe IeKapCTBEHHOrO
npenaparta, fl03MPOBKa, IEKaPCTBEHHasn
¢dopma, MHH (Ha pycckom u
AHIIMIMCKOM A3bIKax), HOMep cepuu,
[aTa ucTe4yeHunn cpoka rogHocTm («lfoaeH
£0:»).

Ha BTOPUYHOI M NPOMENKYTOUHOW
ynakoBKe (nauyke KapToOHHOM,
coaeprKalleit 7 611cTepoB), Ha PyccKom
A3blKe yKa3aHbl: TOpProBoe
HanMeHOBaHWe IeKapCTBEHHOTO
npenaparta, f03MPOBKa, IEKAPCTBEHHAA
dopma, MHH (Ha pycckom u
QHIIMICKOM A3bIKax), n3obpaxkeHune
TabneTkn, cnocob npumeHeHus, obuiee
KOAMYeCTBO TabNeToK B yNaKoBKe,
IOrOTUN AepsKaTens PerncTpaLmMoHHOro
YA0CTOBEPEHUA (Ha aHIIMIACKOM f3bIKe),
KO/MYEeCTBO BANCTEPOB B YNAKOBKe,
KO/IMYECTBO TabNETOK B OAHOM
611CTEPE, KONIMYECTBO AENCTBYIOLLENO
BellecTBa B 04HOM TabneTke;
HauMeHOBaHWe 1 CTpaHa AepsKaTens
pPerncTpaLyoHHOro yA0CTOBEPEHUS,
npeaynpeauTensHaa Haanuce: «Mepep,
NpUMeHeHWeM BHUMATENbHO
03HAKOMBTECH C JIMCTKOM-BK/IaZbILLEM. »,
YCNI0BUA XpaHeHwWs, npeaynpeauTenbHasn
HagNUCb: «XPaHWUTb B HEAOCTYMHOM ANA
AeTell mecTe.», YC/I0BMA OTMYCKa,
WITPMX-KOA; NpeaynpeanTensHas
Hagnucb «MpuHMMaiiTe npenapat
BHYTPb, BO Bpems eAbl (Bo usbexaHue
pUCKa cHUXKeHus apdeKTUBHOCTU
Tepanuu), NPYMepPHO B OZHO U TO Ke
BPeMsA OAVH pas B CYTKK. [pornatbiBaiTe
TabneTku LenmKkom, 3anmeas
[0CTaTOYHbIM KOJIMYECTBOM BOZbI. »;
HOMep cepuu, AaTa NPOU3BOACTBA, AaTa
OKOHYaHMWsA cpoka rogHocTy («foaeH
[0»). HaHeceHbl BHYTpeHHUWe 3aBOACKUE
KoAbl. HaHeceHa 3awuTHan
ronorpaMmma.

Ha nayke KapTOHHOM Ha PYCCKOM fi3bIKe
[OMOSHUTENbHO YKasaHbl:
HanmeHOBaHWe U cTpaHa
Npou3BOAUTENSA, HAMMEHOBaHMeE
OopraHv3aLmn, ocyLLEeCTBAAOLLEN
BTOPUYHYIO YNaKOBKY U BbIMyCKatoLWui
KOHTPOJIb Ka4ecTBa, ee JIoroTUn u
cTpaHa.

Ha BTOpWYHOI ynakoBke (nayke
KapTOHHOM, cogeprKaluei 4 nayku
KapTOHHbIX N0 7 6AMCTEPOB) Ha PYCCKOM
A3blKe yKa3aHbl: TOpProBoe
HanMeHOBaHWe IeKapCTBEHHOrO
npenaparta, fJ03MPOBKa, IEKapPCTBEHHasn
dopma, MHH (Ha pycckom u
QHININIACKOM fi3bIKax), M3o6paxeHne




@ COII-BII-OKK-793 ©.2189/1

Crp.4u3 4

Macnopt Ne 040000813043

BeHkneKcTa, TabIeTKM NOKPbITbIE NIEHOYHOW
o6on04koit 100 mr

Cepua: 1335708

«Mepep, NpUMeHEHVEM BHUMATE/IbHO
03HaKOMbTECh C JIMCTKOM-BKNAAbILLEM. », YCNOBUA
XpaHeHus, NpesynpeauTenbHyO HaANKUCh:
«XpaHUTb B HELOCTYNHOM A/ AeTei mecTe.»,
yCnoBuA OTNyCKa, HOMEp cepuu, aaty
NPOU3BOACTBA, ATy OKOHYAHMA CPOKA rOAHOCTM
(«lopeH fo»), HAMMEHOBaHME U CTPaHY AepsKaTens
PEerucTPaLMoHHOrO YAOCTOBEPEHUS, LUTPUX-KOA, .
MoryT 6bITb HaHECEHbI BHYTPEHHWE 3aBOACKME
Kogabl.

Ha nayke KapTOHHOM Ha PyCCKOM A3blKe
[OMONHUTENBHO YKa3blBalOT: HAMMEHOBAHME U
CTpaHy NPoM3BOAUTENSA, HAUMEHOBaHWe
OpraHu3aLmm, OCyLLECTBASAIOLLEN BTOPUYHYIO
YNaKOBKY U BbIMYCKAOLWMI KOHTPO/Ib KaYecTBa, ee
IOFOTUN U CTPaHy, nHGopmaumio ans
MOHUTOPUHTIA ABUKEHWUSA 1EKaPCTBEHHOIO
npenapara oT NPOU3BOAUTENS [0 KOHEYHOTO
noTpebuTens; AONONHUTENBHO MOXKET HAHOCUTLCA
CTUKEpP AR KOHTPO/IA NEPBOrO BCKPbLITUSA.
MpumeyaHwue: npu GopmMpoBaHUM HOMEPA Cepun
roTOBOrO NPOAYKTa K HOMEepY cepuu,
NPUCBOEHHOMY MPOAYKTY «in bulk» 1 ykazaHHOMy
Ha NepBMYHOM YNaKOBKe, MOTyT 806aBaATbCA
CUMBObI (BYKBbLI AW LUdPbLI), NPUCBOEHHbIE
ynaKkoBLMKom. Takum ob6pasom, Homep cepuu,
YKa3aHHbIM Ha BTOPUYHOW YNAKOBKE, MOXKET BbITb
Ha HECKO/IbKO CUMBO/IOB [i/IMHHEE HOMEpPA CEpUM,
YKa3aHHOro Ha NepBMYHOM ynaKoBKe.

TabneTkn, cnocob NnpumeHeHus, obuee
KONMYEeCTBO TabNETOK B YNaKOBKe,
IOTOTUN AepiKaTensa perncTpatmoHHoro
YyAOCTOBEpeHMA (Ha aHIMIACKOM A3blKe),
KO/IMYECTBO NavyeK KapTOHHbIX,
KONM4ecTBo 611MCTEPOB B Nayke
KapTOHHOM, KOTOPasn BNOXKEHA B
TPETUYHYIO YNAKOBKY; KOIMYECTBO
TabneToK B ogHOM BauncTepe,
KO/IMYECTBO LEWCTBYIOLLErO BELLECTBA B
opHol TabneTke, NpeaynpeanTenbHas
Hagnuceb: «lMepes npumeHeHnem
BHMMATE/IbHO 03HAKOMbTECh C
JINCTKOM-BKaAblLLEM. », YCN0BUA
XpaHeHun, NpeaynpeanTenbHas
HagNUCb: «XpaHWUTb B HEAOCTYMHOM ANS
OeTelt MecTe.», yCN0BUA OTNYCKa, HOMep
cepuu, gaTta NpousBoAaCTBa, AaTa
OKOHYaHMWA CpoKa rogHocTu («foaeH
[0»), HAUMEHOBAHWE U CTPaHa
AepyKaTens perucTpaLmoHHOro
YyAOCTOBepeHus, WTpMx-Koa. HaHeceH
BHYTPEHHWI 3aBOACKON KoA,

Ha nauyke KapTOHHOW Ha PYCCKOM fi3blKe
OONONHUTENIbHO YKa3aHbl:
HaMMEHOBAHMWE U CTPaHa
Npo13BOAUTENA, HAUMEHOBAHMNE
OpraHv3aLmn, OCyLLEeCTBAAOLLEN
BTOPUYHYIO YNAaKOBKY U BbIMyCKatoLWMi
KOHTPOJ/Ib Ka4ecTBa, ee I0roT1nM K
CTpaHa, MHGOopMaLMA AN MOHUTOPUHTA
OBUKEHUA NNEKapCTBEHHOTO Npenapara
OT NPOU3BOANTENSA A0 KOHEYHOTO

notpeburens.
11.03.2026 XpaHeHwne Mpu Temnepatype He Bbiwe 30°C. CoortsetcTByeT
11.03.2026 CpoK rogHocTH 3 roga. CooTBeTcTByeT

lfogeH no 31.01.2028

3akntoueHne OKK: JlekapcTBeHHbI NpenapaT BeHKneKcTa, TabneTkn NoKpbITbie NAeHoYHon o6onoukoit 100 mr cepmum 1335708

cootserctayeT H/1 /IN-Ne(004567)-(Pr-RU)-120224

3amecTuTenb HayabHUKa oTAeNA
KOHTPOANA KayecTBa:

3y6apesa Onua BayecnaBoBHa

12.03.2026 14:55

MoANMCcaHO 3N1EKTPOHHOMN NOANUCHIO

26711275-7930844326

[aTa Bblgaun 3akntoveHna o kadyectse 12.03.2026




