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DAPMALIEBTMKA

Mecro Haxomaenua: 000 «030H», Poccus, 445351 Camapckas 061, 1. Yurynesck, yn. MecoyHan, 4. 11
Mecra ocyiecTsieHu NMLEH3Mpyemoit aeatensHocTi: 000 «O30H», Poccus, 445351 Camapckan 061, T. 0. Yurynesck, r. urynesck, ya.
MmapocTpouteneil, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

JuugHsua MuHucrepcrsa MpombiwaeHHocTH 1 Toprosnu P® Ne 00072-1C

CepTudurar kauecrsa cepuu Ne 9106 ot 19.09.2022

KeertnanuH, Tabnetku nokpeiTbie nneHouHo 060n04Koii 200 mr

Homep cepun
[ara Havana npousBogcTea
Konuyecteo

AHa/M3 BBIMONHEH N0 HOPMAaTUBHOMY AOKYMEHTY

TOprosoe HaumeHoBaHWe NeKapcTBEHHOro npenapata, NeKapcTBeHHan dmpma, AO3HpOBKa

PeructpaumoHHoe yaoctosepeHue fIM-004584

220822
29.08.2022

2760 ynakosok
JIN-004584-201217, M3m.Nel

HaumeHoBaHue nokasatens

MeTon KoHTpons
HopmatusHoe 3HaueHue

PesynbTaT KOHTpOAS

Onucaxue

Bu3yanbHbliA

Kpyrabie ABOAKOBLINYKALIE TABNETKU, NOKPLITHIE
n/AeHoYHOIt 060.104Kol Benoro unu nouTk Genoro usera.
Ha nonepeyHom paspese BuaHO Aap0 noyT 6encro
LgeTa.

Kpyrnble fBOSKOBLINYKAbIE TaBAETKY,
NOKPbLITbIE MEHOYHOM 060A0UKON
6enoro userta. Ha nonepeyHom
paspese BUMAHO A4p0 NoyTy 6enoro
useTa.

MognuMHHOCTB

BIHKX

Bpems yaepKMBaHMA OCHOBHOIO NUKa Ha
Xpomatorpamme MCMbITYEMOro pacTeopa JO/MKHO
COOTBETCTBOBATb BPEMEHU YAEPHUBAHWUA OCHOBHOMO
MMKa KBETUANWHA Ha XpOMaTorpamme pacTeopa
cTaHAapTHoro obpasua KeetvanuHa dymapara.

CootsetcTeyeT

PacTtsopeHue

[P Xl BIX
He meHee 70 % (Q) C21H2sN30,S (kBeTanuua) uepes 45
MUH,

99 %

PopcTeeHHblE npumecu

B3IMX
Nioban eguHudHan npumecs — He Gonee 0,2 %.
Cymma npumeceit — He 6onee 1,0 %.

He o6HapyeHo
He o6Hapy»eHo

OgHopoAHOCTL AO3MPOBaHMA

['® Xlil, cnocob 2

AV<15,0%. 2,7%
KonunyecrsernHoe onpeneneHue | BIMX
Copeprarue CaHasNs05S (kBeTuanmHa) B Tabnetke 198,87 mr

£A013HO BbiTb 0T 185,00 go 215,00 mr.

Mukpobuonorudeckan YucToTa
O6wee Yyncno aspobHbix
MMWKPOOpraHMsmoe s 1r;
O6iee YUCNO APOHIKEBbIX U
nnecHesblx rpuboe s 1r;
Escherichia colis 1r.

Kateropusa 3 A.

He 6onee 1:10% KOE/ r/mn ;

He 6onee 1-102 KOE/ r/mn ;
oTcyTcTeMe B 1 r/mn

meree 1:10" KOE

meHee 1-10' KOE
OTCYTCTBYET

YnaKkosKa Mo 10, 20, 25, 30 uau 50 TabneTok .8 KOHTYypHyl | Mo 30 TabneTok B KOHTYPHOM
AYENKOBYIO YNaKOBKY W3 NAEHKM NOAMBUHUNXNOPUOHON | Adeiikosol YNaKOBKE M3  MJIEHKU
1 GOAbrM aNIOMUHUEBOMN NEYATHO NaKUPOBaHHOMN. MONMBUHWUAXNOPUAHOR WM donbru
Mo 10, 20, 30, 40, 50, 60, 70, 80, 90 K 100 TabneTok 8 | aNOMUHUEBOR nevyaTHoM
6aHrkM M3 nonusTMNEHTEpedTaNaTa ANA NeKapCTBEHHbIX NaKUpOBaHHOM.

CPEACTB WAM NONMMPONU/EHOBbIE AN1A /@KAPCTBEHHBIX | 2 KOHTYpHblE AueliKOBbIE YNaKOBKM
CPeACTs, YKYNOPEeHHble KpbIWKaMKM M3 MNOAMITUAEHA | BMecTe c WHCTPYKLMEN rno
BbICOKOTO [IAB/I@HMA € KOHTPO/MEM MEepBOro BCKPLITUA, | NPUMEHEHMIO NOMELLEHS B KapTOHHYIO
MM KPBILIKAMU NONMUMPONUACHOBLIMM €  CUCTEMOM YNaKoBKy (nauky).
«HaXaTb-NOBEPHYTB?, WU KPbIWKaMU U3 NOAUITUAEHE

HU3KOro gasseHusa C KOHTpONEM NepBOro BCKPbITUA.

CsobofHOE MPOCTPaHCTBO B GaHKe 3anoAHAKT BaToii

ME[WULMHCKOM MMrpOCKOMMYECKOM. '.

Ha 6aHKy HaK/enBaIoT STMKETKY CaMOKNEALLYHOCA.

OpHy Bankyunu 1, 2, 3, 4, 5,6, 7, 8, 9 uaun 10 KOHTYPHbIX

AYEMKOBLIX YNaKoBOK BMeCTe C MHCTPYKUMel no

MPUMEHEHUIO NOMEWAIOT B  KapTOHHYIO  YNakoBsky

(mauky).

MapKupoBKa Ha KOHTypHOIt saueiikoBoi ynakoske (6auctepe) | Ha KOHTYPHOH AYelikoBO# ynakoBke
YKa3sblBalOT TOProBOE HauMMeHoBaHMe NeKapcTBeHHoro | (BaucTepe) YKa3aHo: TOprosoe
npenapara (cosnapaer o MeXAYHapoaHbIM | HaMMeHOBaHWe NEKapCTBEHHOro
HenaTeHTOBAaHHLIM HAWMEHOBaHMEM), NEKapCTBEHHyio | npenaparta (coBnagaet C
dopMy,  [03MpPOBKY, HaWMEHOBaHWe OEpraTensa | MesAyHapoAHbIM  HenaTeHToBaHHbIM

Odopmneno: umkeHep no kavecrsy Benosa H.C,

Crpannua: 1 u3 2
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Nuuensua Munuctepersa NpombiwnerHocTy 1 Toprosau P® Ne 00072-11C

'HauMeHoBaHuem),

PErMCTPaLMOHHOIO YAOCTOBEPEHMS M HaMMEHOBaHMe
npousBoAMUTeNs /IEKApCTBEHHOTO npenapara, Homep
cepuy (BKAKOUYAOWMIA MECAL, W TOf NPOM3BOACTBA), AATY
UCTEYEHMA CPOKA rofHOCTU (MEecaL, 1 rog).

Ha atukeTKe 6aHKK YKa3biBalOT TOProsoe HaMMeHoBaHue
NIeKapCTBEHHOTO npenapaTta (coBnagaer c
MeXayHapoAHbLIM HeNaTeHTOBaHHLIM HaUMMeHOBaHMeM),
NIleKapcTBeHHYI0  QopMy,  [O3MPOBKY,  KOAMYECTBO
Tabnetok 8 BaHke, cnocob npumeHenus: «flna npuema
BHYTPLY, HAMMEHOBaHWE AepraTens PerucTpaLyuoHHOro
YOOCTOBEPEHMA W HaWMEHOBaHWE MpPOWU3BOAMTENA
JIeKapCTBEHHOrO npenapata, JIOrOTUN MPOU3BOLMTENS,
$apm-Kogd, Homep cepun (BKloYaKOWMIT MecAL, W rog
NPOM3BOACTBA), AaTy UCTEUYEHMS CPOKa FOAHOCTU (roaeH
[0: MEeCAL, U rog).

Ha KapToHHOM ynakoske (Mauke) ykaswiBaloT TOprosoe
HaWMeHOBaHWe /leKapcTBEHHOrO npenapara (cosnagaer
c MEAYHapoaHbIM HenaTeHTOBaHHbLIM
HaumeHoBaHuWe Aepmarens
PErucTpauMoHHOro YAOCTOBEPEHMA W HauMeHOBaHue
npousBoAuTeNs /eKapCTBEHHOro npenapata, agpec
MPOM3BOAMTENA- JIEKAPCTBEHHOMO mpenapaTa (cTpaHa,
06nacTs, rOpOA), SNEKTPOHHBIN  agpec W cailt
NPOU3BOAWTENSA, aApec AepraTtens PerMcTpaLMoHHOro
YAOCTOBEPEHWA  (CTpaHa), JleapcTeeHHylo  dopmy,
[O3MPOBKY, KOAMUYeCTBO TabNETOK B  YMaKoBKe,
MHPOPMaUMIO O COCTaBE /IeKapCTBEHHOTO . NpenapaTa
(HammeHoBaHMe geiicTeyrowero Bewectéa W ero
KO/IMYEeCTBO, MepeyeHb BCMOMOTaTe/bHbIX BELEeCTB),
HOMep  cepuu  (BKAKOYAlOWMIA  Mecay . W rog
NPOM3BOACTBA), ATy MCTEHEHUA CPOKa rofHOCTH (rogeH
£0: 'Mecal, W Top), YCNOBWMA XpaHeHWs, cnocob
npumeHeHua: «[l1s npuema BHYTPb», YCIOBMA OTMNYCKa,
HOMEP PEruMcTpauMoHHOrO YAOCTOBEPeHMA, NoroTUn
NpoM3BOAUTENS, dapm-kopg, LWITPMXOBOIA Kog,
ABYMEpPHbINA LWTPMXOBONW KOA C MNONHON MAM Y4acTUHMHOMN
pacwudpoBKoi  MHpOpMaLLMK, cogepallelica B
ABYMEDHOM WTPMXOBOM Koae unu Bes Hero, «CMoTpu
MHCTPYKUMIO NO NPMMEHEHUIO (NMCTOK-BKAAbIW)», «He
NPUMEHATL NO UCTEYEHWM CPOKa FOAHOCTUY, «XPaHUTb B
HeOCTYNHOM ANA SeTeit MecTen. :
[onofiHUTeNbHO Ha  KapTOHHOM ynakoBKe (mauke)
Ay6nvpyetca Toprosoe HauMeHOBaHMe M AO3UPOBKA C
Ucnosne30BaHWem wpudra Epaitna. :

HauMeHOBaHUeMm), NeKapcTBeHHanA
dopma, [03MPOBKA, HaMMeHoBaHWe
Jepxarens PErmMcTpaLMoHHOro
YOOCTOBEPEHUA M HaWMeHOBaHMe
NpOW3BOAMTENA NEeKapcTBEeHHOro
npenapara, Homep cepum

(exknrovarowmi mecal, 7 rog
NpOW3BOACTBA), AaTa UCTEYEHWA CPOKA
rofHOCTU (Mecau, 1 rog).

Ha KapToHHOW ynakoBke (mauke)
YKa3aHO: TOProBOE HauMeHoBaHue
JIeKapCTBEHHOTO npenapara
(cosnapaer c MEXAYHapoAHbIM
HenaTeHTOBaHHbLIM HaMMeHOBaHKUeMm),

HaumeHoBaHue AEpHKaTena
PEerucTPaLMOHHOMO YAOCTOBEPEHUA U
HauMeHOoBaHWe npovsBoguTens
NleKapCTBEHHOro npenaparta,  agpec
npoussoguTens NeKapCTBEHHOTO

npenapara (ctpana, ob6nacts, ropoa),
3N1EKTPOHHbIN agpec ] canT
NpoOU3BOAWUTENA, afpec Jepwartens
PerucTpaLmMoHHoro YO0CTOBEPEHUs
(ctpaHa), nekapcreeHHas _dopma,
AO03MPOBKa, KonudvecTBo Tabnetok B
ynaKoBKe, WHdOpMaUMA © cocTase
NeKapCcTBEHHOTO npenapara
(HaumeHoBaHMe OelicTyiowero
BELUECTBa W ero KOJIMYECTBO, MepeyeHb
BCMOMOraTe/lbHbiX BELECTB), HOMep
cepuu (BKNIOYAOWMIA Mecaly W rog,
NPOM3BOACTBA), faTa UCTEUYEHUSA CPOKa
rogHoCTM (rogeH Jo: mecay W rog),

ycnosumsa XpaHeHus, cnocob
NpUMeHeHuA: «[na npuema BHYTPbY,
ycnoBuA OTnycKa, Homep

perncTpauuoHHOro YOOCTOBEpPEeHUA,
norotun npoussoguTens, dapm-Kog,

LUTPUXOBOM Kog, OBYMEPHbIIA
WTPUXOBOM Kog ¢ YacTUYHOM
paciwnpoBKoM UHPOPMaLLMHK,
cofieprKalenca B ABYMEpPHOM
WTPMXOBOM Koge, «CmoTtpu

UHCTPYKLMIO NO NPUMEHEHWIO (IMCTOK-
BKAaAblW)», «He npuMeHsTe Mo
MCTEYEHUW CPOKA rOAHOCTUY, «XpaHUTb
B HEAOCTYNHOM Ana AeTell mecTe»,
AdononHuTensHo Ha KapTOHHOM
ynakoeke (na4ke) npoaybAUpoBaHbl
TOProBoe HaMMeHOBaHUE U [O3MPOBKa
C UCnonb3osaHuem WwWpudTa Bpaiina.

XpaHeHue

lMpu Temnepatype He Bbiwe 25 °C.

CpoK rogHocTtv

3 ropa

| roaen go: 07/2025

3aknloueHue: cooTseTcTBYeT/ He COOTBETCTBYET TpebosaHuam JIN-004584-201217, U3m.Nol
itk A

HauyanbHuk OKK

Odopmneno: urienep no kasectsy Benosa H.C.

./”’/7Hmpvmwua n.o.

Crpannua: 2 u3 2




PEAEPAALHAA CAAVKEA TIO HAASORY

B CHEPE ZAPABOOXPAHEHMA

«CBefeHunA o0 BBOAE B rpaxgaHckmnm odbopoT B Poccnmnckon depepaymm
JleKapCTBEHHbIX CPeACcTB Mo COCTOAHMIO Ha 11.04.2023 12:20»

Opranu3anus,

KOHTYpHBIE (2), MauKu
KapTOHHble/ ~

otBeTcTBeHHOCTHI0 "O30H" (000
"O30H"), Poccust (Y nakoBImuK/hacoBmuk
(BTOpHYHAs/TPETUUHASK YITAKOBKA))

JlaTa BHeceHHs B IIpoussoauTenn Homep Howmep, nata
Toprosoe N HopmartuBaas BBINyCTHBINAS B
AHC (BBIIYCKAIOIIHI Crpana CaeieHHsI 0 CTaJHSX MPOH3BOJICTBA M CepHH, pa3penieHHst
HaHMEHOBaHHe JIOKYMEHTAIHST Pk JAHCKHI
Poc3gpaBHang3opa KOHTPOJIb) MapTHH Ha HJIII
oboport
OO01ecTBO ¢ OrpaHUYEHHON
otBeTcTBeHHOCTHI0 "O30H" (000
KBeruanus; " .
O30n"), Poccust (ITpoussogures
TaOJIETKH, MOKPBITHIE 9
N OO01ecTBO ¢ (rotogoii JID)); O6mecTBO C
TUICHOUHOM Or'paHUUEHHOM OrpaHUUEHHOM OTBETCTBEHHOCTHIO "O30H" J
o6osoukot 200 mr 30 004584-201217;
19.09.2022 JIOHKOH SHUME OTBETCTBEHHOCTBIO Poccus | (00O "Oson"), Poccus 000 0301 220822
1T, YHaKOBKH "Osz0n" (OO0 (VY makoBIHK/hacoBIKK (B EPBUUHYIO Hiam. Nel x JIIT
SAUEHKOBIE Lo PBIHYIO 1 )04584-201217
O30H") YHAKoBKY)); OGLIECTBO ¢ OrpaHMUEHHOM
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