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CEPTUDUKAT CEPUU roToBOM NPOOYKLUMK
(nexapcTBeHHbIe npenapatul ans MeauymHckoro npumenenns) Ne 1 011

PeHranuH pactsop ans npuema BHYTPb (hnakoH) 100 mn x 1 '(naqKa

KapTOHHas)
HassaHue, nexapcreeHnas opma, pasmep ynakosku

CrpaHna HasHavenns: POCCUS

Homep cepun: 9410921

Hata nponssogctea:  08.09.2021

Cpok rogHocTn rogen no: 08.09.2024

Konnuectso ynakosok 8 cepun: 4 588 wT

Homep PY: NIN-N (000017) - (Pr-RU) Aata peructpayun: 11,12.2019

HA: ©Cn Nn-N (000017) - (Pr-RU) - 111219 o7 11.12.2019

HacToawmm s ynocrosepsio, 4to Bce CTaAnn NPON3BOACTBA CEPUM rOTOBOW NPOAYKLNN
fIEKapCTBEeHHOro npenapara Ans MeAULUMHCKOro NPUMEHEHURA BLINOHANWUCE B NONHOM
coorsercTenmn ¢ TpebosaHuasMu GMP 1 PErncTpaunoHHbIM 4oChe,

YnonHomoueHHoe nuLio; (\/ /Bepemenko O H./

Hata nognucanus: 15.09.2021




MaTerIa 'i"( meDbica

Haaeauue npenapara:

CEPTUO®UKAT KAHECTBA Ne 941

«PeHranuH» pacTBOp AN NPMema BHYTPb

Crpana — npoussogurens: Poccuilckan ®eaepauun
Homep perucrpaunoHHoro yaoctoeepenus: JIN-N (000017) - (PM-RU) - 111219, cpok aelicteun go 11.12.2024

[Jo3uposka: cocTas (Ha

100 Mn) pacTBopa AnNA NpUema BHYTPb:

AeiicTByOUMe BELIeCTBE;

AHTUTENE K BpagUKMHUHY 3PDUHHO OUNLLIEHHBIE 012r
AHTUTENA K rUCTEMUHY adhPUHHO OYMLEHHBIE 012r
AHTUTENA K MOPGDUHY aPDUHHO OHUILEHHbIE 012r"

"BECAATCA B BUAE CMBCH TPAX AKTHBHBIX BOAHLIX PA3ISBASHWA CyOCTaHUMA, Pa3B8]eHHOR CODTBETCTBEHHO B 100", 100, 100% paa.

BCMOMOraTenbHsie Bellecrsa;
runpomennoaa 10r
ManeTUTON 60r
rnuuepon 30r
copbar xanus 0,165r
NUMOHHARA Kienota BeasoaHan 002r
BOAE OUMLIGHHAR A0 100 mn
DNexapcreexHan dopma: Pactaop AnNA npuema BHYTPb
Paamep u Tun ynaxosku: no 100 mMn BO bnakoHbl M3 OKPaleHHOro crexna (Tun Il NO rMAPONUTUYECKOR YCTOAYMBOCTH), YKYyNOpeHHbie

KPbIWKaMU C KOHTPONEM NEepBOro BCKPLITUA, C KanenbHuuen. Kawabil (nakoH BMecTe C WHCTPYKUMER no MejnUMHCKOMY NPUMEHEHWIo
NOMELUSH B NaYKy U3 KapToHa.
Konuyectao ynakosok B cepuu: 4588 wr.

Homep cepui: 9410821

[Oata npoussoacrea: 08.09.2021.

[aTa okoHYaHWsA Cpoka roAHOCTY: roned Ao: 08.09.2024.

Opuauseckui agpec: 000 «HM® «MATEPUA MEJVKA XONOWHI», Poccus,
127473, r. Mocksa, 3-# CamoTeuHsit nep., . 9, Tenedon/dakc: +7 (495) 684-43-33

Aznpec npow3soacTeeHHON nnotaaku: Poccus, r. YenabBukck, yn. Byrypycnaxckas, 4. 54
Nuuenaus: Ne 00432-NC ot 02 despansa 2021 r., BbiAaHHas MUHUCTEPCTBOM NPOMBILLNEHHOCTH W TOProenu Poccuitckoi deaepauui

PeaynsTtaTh aHanuaa:

AanpHeRwero UNbTPOBaHMA) CO CMECHIO NupokaTexwHa pacrteopa 10 % ¢
CEepHO KMCNOTOW KOHUBHTPMPCBAHHOW npu Harpesanwn. QOGpasyetch
PO30B0OE OKpallWBaHve.

Moxasarenu TpeGoeauua OCI MMN-N (000017) - (Pr-RU) - 111219 PeaynsTark! HCNLITAHKA
Onucaxme BecusetHas unu nodty BecuBeTHAA NPO3paqHERA KNAKOCTb. Moyt BecuyseTHAR NPO3PAYHAR KNAKOCTb.
NoanusHocTe Peakuus Ha wmansTHTOn (nocne AaobaeneHus kaneUws xnopuaa o | MonoxutenbHas. OOpasyercs podosoe

OKpaluBaHue.

pH

01458070,
WcnbiTaHue NpoOBOART B COOTBETCTBUM C TpeboBaHuAMM
e X, 1.1, 09C.1.2,1.0004.15 «MoHomeTpus».

541,541,541,
Cootsetcreyer tpeGosanusam ' Xiil, 7. |1,
0$C.1.2.1.0004.15 «MioHomeTpUAn.

Wasnexaembii 06boM

WMenwitaHue npoBopaT B cooTBetcTBMM ¢ Tpebosaduamu T® XIlI, 7. I,
0O®C.1.4.2.0002.15 «M3snekaembii o6vems.

CpepHee aHaveHue obwema cogepxumoro 10 ynaxkosok fomkHo Obith He
meHee 100 %, ¥ HY OAHA 13 YNAKoBOK He formkHa umeTs obbem meHee 85 %
OT ykasaHHOro Ha oSTuxketke. Ecnu cpepHee 3Hauenue ofvema
copepxvmoro 10 ynakosok meHee 100 % OT yka3aHHOrO Ha 3TUKETKE, HO Hi
0OfHa U3 ynakoeok He umeeT obvem meHee 95 % wnu cpegHee 3HaueHwe
obwema copepummore 10 ynakosok cocraenset 100 % u o6vem He Gonee
Yem OfHOR ynakoBxku meHee 95 %, Ho He meHee 90 % OT ykasaHHOro Ha
OTHKETKE, TO BLINOMHAIDT UCNLITAHKE Ha 20 AONONHUTENBHBIX YNAKOBKAX.
Cpeares 3naveHwe obvema copepdmmoro 30 ynakoBOK  AOMKHO
coctaanats He MeHee 100 % or oOwema, yka3zaHHOro Ha ITUKeTKe, U obbem
He Gonee uem oaHoW ua 30 ynakosok MoXeT ObiTb MeHee 95 %, HO He
meHee 90 % OT yKa3aHHOro Ha 3TUKeTKe.

Cp. aHayeHne oOvema 10 (nakoHoB:

1014 %.

MuHumansHbik oBwem 1 thnakoHa: 100 mn
(100%). ‘

Cooreetcreyer TpeGoeanuam @ XIil, 1. I,
09C.1.4.2,0002.15 alA3snexaembiin
obbem».

rMAPONUTUNECKOH YCTORYMBOCTH), YKYNOP@HHBIE KPbILKAMW C KOHTPONem
Mepeoro BCKPbITUA, € KaNansHWLEeA.

Kawabifh bnakoH BMecTe ¢ WHCTPYKUMER NO MEeAULMHCKOMY NPUMEHEHUIo
NOMELLAIOT B NAYKy U3 KAPTOHA.

MukpoBuonoruyeckan | McnsitaHue NPOBOART B cooTeeTcTBUM C Tpebosanuamu MO X, Cooresercrayer Tpebosanuam I'® X, 1. 1,

yucToTa 1.1, O®C.1.2.4.0002,15 «Mukpobuonornyeckas unctotar (Kareropus 3A). | O®C.1.2.4.0002,15 «MukpoBuonornieckan
uuctoTan (Kateropus 3A).

Ynakosxa Mo 100 mn BO <bnakoHs! #n3 okpaweHHoro cvexkna (wun |l no| Cooreetcrsyer.

Mo 100 mn BO ¢hnakoHbl U3 OKPALLEHHOTO
crekna (tan Il no  rMApPONKMTUYECKOW
YCTOAYMBOCTM), YKYNOPEHHbLIE KPBIKAMK C
KOHTPONEeM  MepBora  BCKPbITWA, C
KanensHuLen.

Kawabid ¢nakoH BMECTE C MHCTPYKLMER No
MEULIMHCKOMY NMPUMEHEHMIO NOMELLEIoT B

NauKy U3 KapToHa.

Ceprwdiuxar kaqectea Na 941 ot 14.09.2021

Crpanuya 1 wa 2




floxasarenu

TpeBoeanua OCM NN-N {000017) - (Pr-RU) - 111219 PeIynbTaThi HCNbITAHKUA
XpaneHuwe TIpn TemnepaType He Bbiwe 25 C. CooteeTcrayer.
L pu Temneparype He sbiwe 25 °C.
MapxuponKa || MapknpoBKa NEpBHYHLIA YNaKOBKM. Coorsertcrayer.

HET
H1
i

Ha xaxabiit hnaxoH HaKnewsaKT aTMKaTKy 13 Bymary, rae ykasanhi!
HaWMEHOBEHME, BAPec, TeN./aKs i TOBAPHLIA 3HAK NPOHIBOAUTENA,
Ha3BaHWe Npenapara, NExapcTeeHHan topma, oGvem npenapara 8 Mn,
YCNOBWA XPaHEHWA, «XpaHuTL B HEADCTYNHOM ANA AGTeR MecTes, eneueHne
xawna», <He 3amopaxnsaTb», HOMED CEPUH, CPOK roAHOCTH («loaeH
AQ:...»).

MapK1poBKa BTOPU4HON YNAaKOBKY

Ha xapToHHO# Nayke yKalblBalT: HaNMeHOBaKHe, NO4YTOBLIA BAPEC,
T8n./haKke 1 TOBAPHLIA 3HAK NPOMIBOAUTENRA, HA3BAHWE npenapara,
NeKapcTBEHHYIO (hOpMy, COCTaB Npenaparta ¢ ykalaHeMm HaasaHuA U
KONWYECTBA BKTMBHbIX BELLECTB U HA3BAHWA BCNOMOraTeNbHbLIX BEWECTB,
ofwem npenapata B Mn, «Cnocol NpUMEHEeHNA N 403kl CM. WHCTPYKLMIO N0
ME/ULUHCKOMY NPUMEHBHUIO BHYTPY YNAKOBKW®, YCNOBMA XPaHEHMA,
YCNOBUA OTAYCKa, «XpaHWTL B HBAOCTYNHOM ANA ABTel MecTes, «/leveHne
KawnsA», « He 3amMopaxiBaThs, hapM-kog (rpathu4eckwi n LMposoi),
Homep capuy («Cepus....»), CPOK rOAHOCTH («[OABH A0: ...»), AaTa
nponasogcTea («flata NPonas.: ...»), UHAMBHAYANLHLIA COPUAHLIA HOMED,
noTpeBuTenbcKon (BTopuqHOMR) ynakoeky («C.H.: ...»), rmoGansHeit Homep
toBapa GTIN («GTIN ...»), pErWCTPaLIMOHHBIA HOMEP, WTPKX-KOA4, CPEACTBO
naeHTrukaumu (20 koa B MaWKHOMMTaEMOR opme).

MapKkiupOBKa NEpBHUHLIA yNIAKOBKK,
Ha Keokbil hrianoH HaKIeMBaloT 3TMKeTKyY
13 Gymam, TAe yra3aHO: HaMMeHOBaKNE,
8Apec, Ten Jhaxe W TOBAPHLIA HaK
NpOW3BOAMTENA, HAlBaHWe npenapara,
nekapcTeeHHas copma, oGxem npenapara
B MmN, yc.no’!uu XpaHeHun, «XpaHuTs B
HEAOCTYMHOM ANA AETeRA MecTex,
«neuenme Kaitins, «He 38MOpaXUBATLY,
Houap cepun CPOK roAHOCTK (e0neH
wi) |
Mapmpoa B BTOPUMHON YNaKoBKM
Ha KapTOHHO# nauke yKasaHo:
HaWMEHOBEHVE, NOWTOBLIA aapec,
Ten./chaxc ¥ TosapHuii araK
NPOKIBOAMTENS, HAIBAHKE NpenapaTa,
nexkapcTseHHan bopma, cocTas npenapara
C yKa3aHMe| Ha3saHUs 1 KoNuJecTea
SKTMBHBIX BELLECTB W HAIBAHMA
BCNOMOraTanbHbIX BewecTs, obvem
npenapara p Mn, «Cnocob npuMeHeHWs u
A03bl; CM. MHCTPYKLIMIO NO MESULIMHCKOMY
NPUMEHEHMIO BHYTPH YNIAKOBKKY, YCNOBUA
XPAHEHWUA, YCIOBUA OTNYCKa, «XpaHuTs B
HEAOCTYNHOM ANA AeTel MecTen,
«flaveHue Kawwns», « He aamopaxusartss,
apm-kog (rpacnyecknii ¥ U poBon),
HOoMep cepun («Cepusi.... ), CPOK rOAHOCTH
(«Mopex no,’ .»), AATa NPOW3BOACTEA
(«[ara nponsa ..... »), HHAVBUAYANBHBIR
cepuiHbIil HoMep, NoTpeGUTeNbCKDM
(8TopuuroR) ynaxosku («C.H.: ...»),
rnoGansHbil Homep Tosapa GTIN («GTIN
..+ ¥}, PEIUCTPALUMOHHBIA HOMEP, WTPUX-KOA,
CpeacTBo uAeHTWUkaUmuK (20 kop B
MaLKHOMKUTAEMON thopMe).

Cpox rqmnm

3 ropa.

Coorse'rmya'r

jggumm YxalaHHan B HACTOALEM CEpTU(IMKATE COPHA NpenapaTa COOTBETCTRYT TpeBoBannam OCN ﬂ!'I—N (000017) - (PF-RU) -

111219,

3aneneque O CepTHAIMKALMK: STHM A CBUAGTENLCTBYIO, YTO NPUBAAEHHAA Bbille MH(POPMALIMA A0CTOBEPHE W ToyHa, JTa cepuR npogykuun Gbina
nponaseseHa (Bkmouan YNakoBKY/MAPKUPOBKY) M KOHTPONe €e Ka4yecTsa BbINONHeH B NOMHOM COGTBETCTBMA C npasvnamu GMP »n pocee

cnsuucbumuuﬁ AnA uccneaye

HAHMS.QIQS-

[aza: 14 oel-crnﬁpn 2021

Kapnosa E.A.
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Caprpuxar causcTea Ne 841 or 14.09.2021

ro J1C. MpoToKonbi NPOWIBOACTEA, YNAKOBKW K aHaNK308 Gbinu paccm'rpeﬂu w:oumarcraua GMP ycraHoBneHo.

| Crpanmya 2 ua 2



