MGTE R :} mepica “ “ “‘“

2200000 444141

CEPTUO®UKAT CEPUA roTOBOW NPOOYKUUNA
(nekapcTBEHHbIE NpenapaTkl ANA MeAUUNHCKOTO npumenenus) Ne 1 066

PeHranuH pacTBOp AN npuemMa BHYTPb (dbnakoH) 100 Ma x 1 (nauka

KapTOHHas)
Hassanne, nekapcTeenHas gopma, pasmep yrnaKkosKK

CTpaHa HasHa4eHus: POCCUA

Homep cepvu: 9550921

[laTa npou3eoacTea: 15.09.2021

CpOK rofiHOCTI roAeH AO: 15.09.2024

Konm4ecTso ynakosok B cepun: 4 617 Wt

Howmep PY: NIN-N (000017) - (Pr-RU) nata peructpauni: 11.12.2019

H/ ®Cn An-N (000017) - (PT-RU) - 111219 OT 11.12.2019

HacToRLWMM S YAOCTOBEPALD, YTO BCE CTAAWUN npoV3BOACTBA Cepuy roToBOW npogykunn
neKapcTBEHHOrC Npenapara Ang MEeAVNLIMHCKOrO NPUMEeHEeHNA BbINONHANWUCL B MOMHOM
cooTBETCTBMY C TpeboBaHuaMHU GMP 1 perucTpauluoHHbIM AOCHE.
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mareria Y mebica

CEPTUOUKAT KAHECTBA Ne 955

;lgsaaﬂue npenapata: «PeHranvi» pacTBOpP ANA NpUeMa BHYTPbL
Crpana — npoussoauTens: Poccuiickan deaepaums
Homep perucTpaumnonHoro yaocrosepeHus: NIM-N (000017) - (PT-RU) - 111219, cpok aeiicena ao 11.12.2024

fosuposka: cocras (Ha

100 mn) pacTeOpa ANA NPUEMa BHYTPb!

AERCTBYICLME BELECTBA:

AnTuTena Kk SpaaukuHKHY athOUHHO OuNLLIEHHbIE o12r*
AHTUTENA K rUCTaMIHY aDPHUHHO OYKILEHHbIE 0,12r*
AHTHTENA K MOP(HHY adbHHHO OYMLLEHHbIE 0.12r"

*BBOARTGA B BHAS CMBCH TPEX AXTHBHBIX BOAHDIX PAIBENeHIH CYGCTRHLMA, pasenerHoA cooTeeTcTBeHHE B 100, 100, 100% paa.
BCNOMOraTenbHbIe BeLecTBa;

runpomennosa 10r
ManbTuTon 60r
rnwuepon 30r
copbar kanus 0,165r
nvumonHan kucnota GespogHan o02r
B0AA OYULLEHHAR Ao 100 mn
flexapcraenHan dopma: PacTeop ANA npuema BMyTpb
Paamep u Tun ynakoeku: no 100 mn Bo chnakoHb! U3 okpawexHoro crekna (tun il no ruAPONUTMYECKOR YCTOWMMBOCTM), YKYNOP@HHbIE

KPBILUKAMY C KOHTPONEM NepBOr0 BCKPLITUA, C KanenbHuued. Kaxabiih nakoH BMECTe ¢ MHCTPYKUWed No MeAMLMHCKOMY NpUMEHeHUR
NOMELLEH B Nauky M3 kapToHa.
KonuyecTso ynakosok 8 cepuw: 4617 .

Homep cepuu: 9550921

[Oara npowsmoncrsa: 15.

09.2021.

Lara okoHuaHA CPOKA FOAHOCTH: roaeH Ao: 15.08.2024.
Opuauueckuit aapec: 000 «HMP «MATEPUA MEOVKA XONAWHI», Poccus,

127473, r. Mocxea, 3-i CamoreuHsbiit nep., A. 9, Tenedon/caxc: +7 (495) 684-43-33

Anpec npoussoacTBeHHOR nnowanku: Poccus, r. Yenabuxck, yn. Byrypycnadckas, a. 54
INuuenaus: Ne 00432-NC ot 02 chespans 2021 r., BblaaHHas MUHUCTEPCTBOM NPOMBILUNERHOCTH W Toproenu Poccuickoi deaepayun

Pegynbrarhl aHanusa:

Nokazarenu TpeGosanua ®CM NIN-N (000017) - (PM-RU) - 111219 PeaynbTatel HCNbLITAHMA
Onucanue BecuseTHas unu noutu BecuseTHan Npo3payHan KUAKOCTb. Moutu BecuyseTHan Npo3paqyHas XWAKOCTb.
MoanuHHoCcTs Peakuus Ha manbTuton (nocne poGasneHws kanbuwA xnopuaa u | MonowurensHas. OBpasyertca posoeoe

AansHeALero (UNbTPOBaHWS) CO CMEeCchio NupokaTexwka pacteopa 10 % ¢
CepHOW KWCNOTOM KOHUEHTpMpOBaHHOW npw Harpeeanwu. OGpaayetca
PO30BOE OKpalLMBaHUE.

OKpaLUMBaHWe.

pH

OT14,5007,0.
Weneitanue npoBoAAT B COOTBETCTBUM C TpeBosaHuamu
e X, 1. 1, O9C.1.2.1.0004.15 «MMoHoMeTPUAS,

5,36; 5,36; 5,36.
Cooteertcreyet TpeGosanuam o Xl 1. 1,
O®C.1.2.1.0004.15 «MNoHomaTpunas,

W3arnexaembiin 06bem

WcnbitaHuwe nposoast B cootsetcTBuu ¢ Tpebosanwsmu [ Xiil, 1. i,
O®C.1.4.2,0002.15 «M3snekagmeiit 0ObeM».

CpegHee aHayeHve obvema coaepxumoro 10 ynakosok A0miHO Bbite He
menee 100 %, W HM OfHa U3 YNaKoBOK He AoM¥HA umMeTs o6vem mexee 85 %
OT yKasaHHOre Ha atukeTke. Ecnu cpepHee 3HaueHwe obwema
copepxvimoro 10 ynaxosox meHee 100 % OT yKa3aHHOro Ha 3THKeTKe, HO HK
OfHa U3 ynakoBok He umeeT obbem meHee 95 % wnu cpeaHee sHayeHue
obvema cogepxwmmoro 10 ynakosoxk cocrasnseT 100 % u obvem He Gonee
4YeM OOHDW ynaxoBku meHee 95 %, HO He meHee 90 % OT yKkasaHHOrO Ha
ATUKETKE, TO BbINOMHAKT UCNbiTaHWe Ha 20 AONONHWTENbLHLIX YNaKoBKax.
CpegHee 3HaveHue ob6wvema copgepwumMoro 30 yNakoBOK AOMKHO
cocTaenaTs He meHee 100 % oT ofbema, ykaaaHHOro Ha aTukeTke, U obnem
He Bonee yem ORHOA w3 30 ynaxkosok moweT OuiTe mexee 95 %, HO He
meHee 90 % OT yKasaHHOro Ha aTHKeTKe.

Cp. aHavyenune obvema 10 hnakoHoB:

1014 %.

MuHUManbHbIA 06bem 1 dnakoxa: 100 Mn
(100%).

Cooraertcrayet TpeGosanusm ® Xiil, 7. I,
0$C.1.4.2.0002.15 «A3snekaemuin
obvemy.

MuxkpobGuonornyeckan
YyMcroTa

WcnbiTaxue NposogRT B cooTseTcTann ¢ Tpeboearnsamn M Xill,
1.1, O9C.1.2.4.0002.15 «Mukpobuonormuyeckas yucrota» (Kateropua 3A).

Cooreercrayer TpebosaHnam e Xill, 7. 1,
0O®C.1.2.4.0002.15 «MuxkpoBuonorudeckan
uncrorar (Kateropus 3A).

Ynakoska

Mo 100 mn BO nakoxbl W3 Okpawensora crexna (tun Il no
MAPONUTUHECKOA YCTORYMBOCTH), YKYNOPEHHBIE KPbIUKEMU C KOHTPONeM
Nepeoro BCKPLITUA, C KanensHuUen.

Kamablid (hnakoH BMECTE C MHCTPYKLMER NO MEAMLMHCKOMY NPUMEHEHWIO
NOMELLAIoT B NaYKy U3 KapToHa.

CoorsercrayerT.

Mo 100 mn 80 dnakoHsl U3 OKPaLWeHHOro
crexna (man |l nOo rMAPONUTHYECKOR
YCTOAYMBOCTH), YKYNOPEHHbLI@ KPbILKaMU C
KOHTPONiEM  NBpsoro  BCKPbITMA, C
KanensHuuen.

Kapabliit hnakoH BMECTE C MHCTPYKUMEed no
MBJUUMHCKOMY NPUMEHEHMIO NOMELLAKT B
navKy U3 KapToHa.

Ceprugwxar xavectsa N2 855 or 21.08.2021
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Noxasatenn

TpeGoBanun OCI NIN-N (000017) - (PF-RU) - 111218 PeaynbTarul uenurmanng

Xpanenne Ipy Temneparype He soiwe 25 Lo Coonercrgyer.
Mpn Temnepatype He abiwe 25 °C.

Maprupoaka MapxitpoBKa napauHbH YNaKoBKH. Cooreetcrayer.

' Ha xkawzawii chnakon HAKNBMBAIOT aTHKETKY KMa Bymarw, rae ykasamb:: Mapkuposxa nepanyksii ynakosKku,
HaumeHoBawHwe, agpec, Ten./pake u TosapHLIR aHak npon3asoauTens, Ha Kawa bisk i:bnamn Hakneusaior 3ITHKeTKY
Halsanve npenapara, TiekapcTaeHHan dopma, obuem npenapara 8 mn, 13 Bymarw, nge yxkasano: HanmeHoBaHWe,
YCNoBUR XpaHeHun, «XpanuTs g HER0CTYNHOM Ans netei MecTes, «nevetue aapec, ran./cakc u TOBaAPHLIA aHax
kauina, «He samopaxuearsy, HOMEP cepuu, CpoK roaHoeTH («Mogen NpowasoauTans, HassaHwe npenapara,
AOL...»), NeKapcTeeHHAR (hopMa, 06Lem npenapara
Mapkupoaka BTOPUMHOR ynakosku 8 MA, YCNOBWA XpaHeHus, «XpaHuTs B
Ha kapronHoi nayke yKassigaior: HalMeHoBaHKe, NoYToBLIA aapec, Honocrynnnnfl AnA peted mecten,
Ten./parc n TOBapPHLIA 3HaK NponasoauTens, HasaaHue npenapara, tneveHwe kawnns, «He 3amopaxmeary,
nexapcTeeHHyI0 dopmy, coctas Npenapara ¢ ykasaHwem HaasaHua u HOMED capuy, cpok ragHocTi («[ogen
KONMYECTBA aKTHBHLIX BeillecTs u HaasaHuA BGnomorarensHbix Béllscrs, AC:...»). [
ofuem npenapata e mn, «Crioco6 NPUMEHEHUR U 403bI; oM MHCTpYKUMIO no | Mapkuposka BTOPUMHON ynaKosku
MEAMLMHCKOMY NPUMEHEHUIO BHYTPH YNAKoBKU», YCNOBUA XpaHeHus, Ha kapToHHo# nauke yKasaHo:

Ycnoaus ornycka, «Xpanuts g HEAOCTYNHOM ann AeTei MecTes, «/leyenue HaumeHoBaHWe, noyToswii} agpec,

kawnsy, « He aamopaxusarss, tapm-xoa (rpacbuyeckuii u uudposoit), Ten./bake M TosapHiil aHaK

HOMep cepiu («Cepus:...»), Spox ragHocT (alogen go: ++.3), AaTa Npou3sopuTenn, Haasanme npenapara,

Npon3soactea («fata NPOM3B.: ...3), MHAMBKAYANLHLIG CepuiHLIA Homeap, NeKapcTeeHHan chopma, cocras nNpenapara

notpeburensckon (BTOpHYHOR) ynakoskw («C.H.: ...»), rnoBansHui HOMep | ¢ yKaaaHnem HB3BAHUA i KONWuecTaa

Tasapa GTIN («GTIN ... ¥), PEIrMCTPALMOHHBIH HOMep, wrpux-kog, cpegcreo BKTUBHLIX BEWIBCTE M Ha3BaHUS

HAeHTUDMKaLMM (2D kog 8 MalWKHOUUTEEMOM ¢opme). BCNOMOraTenkMbIx BailecTs, oSvem
npenaparta a Mn, «Cnoco& NpUMeHEHKS y
AO3bi; CM. MHGTPYKLMIO NO MeAULMHCKoMYy
NpUMeHeHHIo BHYTPH ynaxosku», yonosus
XpaHeHua, Ycriosun omycka, «XpauuTh B
HeAoCTYNHOM Ann petei MecTen,
«flevenme kauinsy, « He Jamopaxasath s,
dapm-koa (rpachuueckwii u uuchposoi),
HOMep capuw (xCepus... »), cpox TOAHOCTH
(«lopeH go: ... ), Aata npou3IBoaCTBa
(«fara npoman : v+« 2}, HHAMBMAY AN
CapuitHeiit HoMep, noTpebuTenscrod
(BTOPMYHON) ynakopxw («C.H.: ...%),
rnoGansHbii Homep ToBapa GTIN («GTIN
), PeMMCTPRUNOHHBIA HOMep, Wwrpux-kog,
CPeACTBO uaeHt UMK (2D ko 8
MBWHHONHTaEMOIH bopme).

[ Cpok ropHocTH 3 roaa. Coo-raercmyer.‘

i 'Vn.umau B HAcTOAWeM CepTuduKaTe cepus Npenapara cooteeTcTRYST TpEBoBaN

111218,

T . 1M A CBUABTaNLCTBYI0, 4TO NpHBegenHan Bbille nHopmauus
npouasedeHa (ekniouan ynaxosky/Mapkuposky) u KOHTpONL ee
cneumuukayni Ans heenepyemoro JIC, Mpotokons: npoussoacTea,

Jara: 21 cenrnbpa 2021

Kapnosa E.A.
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