CEPTU®UKAT CEPUU FOTOBOW NPOOYKLUN

(NekapcTBeHHbIe npenaparbl ANA MeAuLMHCKoro npumenHenus) Ne 1 185

PeHranuH pacTBop Ans npuema BHyTpb (dniakoH) 100 mn x 1 (navka
KapTOHHas)

HaseaHue, nexapcreeHHan popma, paaMep ynakoBku

Ctpana Hasnauenus: POCCUA

Homep cepun: 11301021

[ata npouseoactea:  05.10.2021

Cpok rogHocTv roged go:  05.10.2024

KonudecTeo ynakosok B cepu: 4 626 LT

Homep PY: JN-N (000017) - (Pr-RU) para peructpauun: 11,12.2019

HO: ®Cn Nn-N (000017) - (Pr-RU) - 111219 ot 11.12.2019

HacTosumuMm s yA0CTOBEPSI0, YTO BCE CTaauM NPOM3BOACTBA Cepun roTOBOW MPOAYKUMK
fieKkapcTBEHHOTO Npenapara AN MEANLMHCKOTO MPUMEHEHWSA BbINONHANUCE B NOTHOM
cooTBeTcTBUM ¢ TpeGoBaHusmn GMP u peructpaulOHHBIM A0CHE.

YnonHoMo4eHHoe NuLo: s / - /Bepemetko O.H./

[ara nognucanusa: 12.10.2021




CEPTUOUKAT KAYECTBA Ne 1130

HagsaHke "ﬂnenaga'ra: «PeHranuH» pacTBOp ANA NpHemMa BHYTPb
Crpana - nponssoautens: Poccuickan ®eaepaumn

[losnpoBka: cocras (Ha

Homep perucTpauronHoro yroctoseperus: fN-N (000017) - (Pr-RU) - 111219, cpok AefcTenA A0 11.12.2024
100 mn) pacTBOpa ANA NPUeMa BHYTPb:
AeWCTBYIOWMEe BelecTsa;
Antutena Kk GpagukuHiHy advHHO OuMILEHHbIS 012r
AHTUTENA K rUCTaMUHy apPUHHO OUULLIEHHbIE 0,12 ¢
AxTUTEna K MopuHy addUHHO QUULLEHHbIE 012r

"GBOATCA B BHAE CMECH TPEX BKTHEH(X BOTH:IX PAIBaNieHsA CYBCTRHLIM, PalBenanHoil cooTBeTCTBENHO 8 1007, 100%, 100* pas.
BCNOMOraTenbHble BeLlecTea:

runpoMennosa 1.0r
ManeTHTON 6,0r
ranuepon 30r
copBar kanua 0,165r
NUMOHHEA KucnoTa bessosHan 0,02r
BOAA O4YMLLEHHaA a0 100 mn
lNexapcTeeHHan dopma: PacTBop ANA Npuema BHYTPb
Paamep W Tun ynakosku: no 100 Mn BO (DnakoHbi W3 OKPALIEHHOTO cTekna (Tun 1l no ruaponUTUYECKod YCTONMMBOCTH), YKYNOpeHHbie

KPLILKaMW C KOHTPONEM NEepBoro BCKPLITUA, C KanensHUued. Kawaeift (hnakoH BMEcTe C MHCTPYKUMEW NO MEeAWLMHCKOMY NPUMEHEHWD
NoMewyeH B Nayxy U3 KapToHa.

Konuvecrso ynakosok B cepui: 4626 wr.

Homep cepuu: 11301021

[Oata npowasoactea: 05.10.2021.

[aTa OKOHYaHUR CDOKA FOAHOCTH: roAeH Ao: 05.10.2024.

FOpuaudeckuii agpec: 000 «HMP «MATEPVA MEIVIKA XONOWHI», Poccua,

127473, r. Mockaa, 3-it CamoTeusiit nep., 4. 9, Tenedor/darkc: +7 (495) 684-43-33

AJpec npov3soacTBEHHOR nnowagku: Poccus, r. Yenabuwck, yn. Byrypycnakckas, a. 54

fuuenaun: Ne 00432-11C ot 02 cpespans 2021 r., bigannan MyHNCTEPCTBOM NPOMbILLINE@HHOCTH W TOProBNA Poccuickoi depepaunn

Peaynbrarsl aHanuaa:

Mokasarenw Tpe6osanus ®CI NN-N (000017) - (PT-RU) - 111218 Pe3ynbTaThi HCNLITAHKA
Onucanue BecuseTHan unu noutv BecligeTHan NPoapayHas XUAKOCTb. MouTty BecupeTHas NPO3paYHan HMAKoCTb.
MoanuHHOCTL Peain HZ ManbTWTON (nocne AoGasneHus Kansuus xnopupa | MonoxarensHas. Obpasyetca posoaoe

AanbHelwero unbTPOBaKMA) CO CMECHIO NWUpOKaTexuHa pacTaopa 10 % c | oxpalumsanue.
CEpHOW KWCNOTOW KOHUGHTPWPOBAHHOA npw Harpesawvu. OGpasyetc
PO30BOE OKPaLIMBAHUE.
pH 0714548070, 5,37, 5,36, 5,36.
WcnbiTanue NpoBOAAT B COOTBETCTEMY C TpeboBaHnsMK Cooteetcrayer TpeGosaHuam [ XIil, 1.1,
o Xiil, 7. I, 0O®C.1.2.1.0004.15 «MoHomeTpus». 0®C.1.2.1.0004.15 «oHOMETPUAY.
WaBnexaemuii 06BeM | MicnbiTaHwe NPOBOAST B cootsercTaun G TpeGosannsmn e X, 1. Il Cp. sHauerme obwema 10 qnakoHoB:
0®dC.1.4.2.0002.15 «M3anekaembiil 06bvem>», 101,5 %.
Cpepxee aHayeHwe ofvema copepxnmoro 10 ynakoBok AC/MiHO BuiTe He | MuHuManeHbi o6bem 1 dnakona:100 mn
meHee 100 %, 1 H1 OAHA M3 YNEKOEOK He AOMKHA UMeTs o6bem menee 95 % | (100%).
OT yKkasaHHOrO Ha arvkeTke. Ecnu cpegHee 3waqeHve ofvema | CoortseTcieyer TpeGoBaHWAM re Xil, . i,
coaep¥umoro 10 ynakosok meHee 100 % OT yka3aHHOro Ha 3TUKETKe, HO H1 09C.1.4.2.0002.15 «Mapnekaembin
OAHA M3 YNakoBOK He MmeeT ofbeM MeHee 95 % wnu cpeakxee axaueHwe | oGbem.
obvema coaepxumoro 10 ynakosok coctaenser 100 % u oGvem He Gonee
yem OAHOI ynakosku meree 95 %, Ho He meHee 90 % OT yKAasaHHOro Ha
ATHKETKE, TO BLINOAHAKNT KCNBITAHKE HA 20 AONONHUTENBHBIX YNAKoBKax.
CpeaHee 3vauenue obbvema copepximoro 30 ynakosBoK AOMKHO
COCTABNATL He MeHee 100 % oT 06bLEema, YKa3aHHOMO Ha STUKETKR, i 0GbeM
He Bonee uem ofHoi M3 30 ynakoBok MoxeT GbiTe meHee 85 %, HO He
meHee 90 % OT yKa3aHHOro Ha STHKETKE,
MuxpoGruonornyeckan | McnbiTaine NPOBOAAT B COOTBRTCTBMM C TPEGOBAHARMMU e X, Cootsercreyer TpeGosaruam I'e Xiil, 7. 1,
yucrora 1.1, OBC.1.2.4.0002.15 «MukpoGuonoryeckan uuctotax (Kateropus 3A). | 09C.1.2.4.0002.15 «Munkpobuonormieckan
yucToTar (Kareropua 3A).
Ynakoska Mo 100 mn Bo hnakoHsl w3 okpawenHoro ctexna (mn Il no|Cootsetcrayer.

TMAPONUTHUECKON YCTONUMBOCTH), YKYNOPEHHbI@ KpBILUKAMK C KOHTpONem
NepBoro BCKPBITUR, C KANENbHUUeH.

Kawabil akoH BMECTE C WHCTPYKUMER No MEeAWLMHCKOMY NPUMEeHeHUIo
NOMELLAI0T B NaYKy 13 KapToHa.

Mo 100 mn BO (hnNakoOHbi M3 OKPALL@HHOMD
crekna (man I nO  rMAPONMTHYECKON
YCTORYMBOCTH), YKYNOPeHHbIe KpbilUKAMW C
KOHTpOnem nepscro BCKPBITWA, C
KanensHUuen.

Kaxabii chnakoH BMecTe G MHCTPYKUMEWH NO
MEAKLIMHCKOMY NPUMEHEHNIO NOMELAIoT B
fla4Ky W3 KapToHa.

Coeprugmear xavectsa N 1130 o1 12.10.2021

Crpanuua 113 2



TpeGosaxus GCM JIN-N (000017) - (PT-RU) - 111219 PosynetaTel Honbiranui

Xpananne Mpw TeMnepatype He BILE 25 °C, Cooreercrayer.
Mpu Temneparype He Bbilta 25 °C.
Mapxuposxa Mapk1poska nepBHYHBIA YNAKOBKM, A
Ha xexxabiit hnaxoH HaKnewsalT aTuKeTky va Gymarn, rae ykasaHbi: Mapmpomq NepPBUYHbLIA YNAKOBKN.
HauMeHOBaHue, afpec, Ten./hake M TOBApHLIA 3HaK NPOKABOAUTENSR, Ha xamabiit (hnakoH HakneuBaKT ITMKeTKy
HajsaHWe npenapara, nexapcTeeHHas opma, 0Gvem npenaparta B Mn, 13 Gymaru, if.qe YKA38HO. HaumeHOBaHKe,
YCNOBMA XPaHEHUA, 4XPaHNTL B HEAOCTYNHOM ANA AETER MECTas, crevaHue aapec, Tenddakc u TorapH.Ii 3HaK
Kaiwna», «He 3aMopan1BaTbs, HOMEp Cepuy, CPOK rogHOCTH («loneH NpOU3BOAWTENA, Ha3BaHue npenapara,
AC:...H), nexapcTeeHHan copMa, obnem npenapata
Mapkuponka BTOpUUHO# yraKosKu B M1, YCNOBKA XpaHEHHS, «XpaHWTL B
Ha kapTOHHON NauKe yKA3LIBAIOT: HAWMEHOBAHWE, NAYTOBLIN Bapec, HEACCTYNHOM ANA AaTed MecTes,
Ten./chaks 1 ToBapHbI 3HAK NPONIBOAHTENA, HA3BAHWE Npenapars, «neyeHne kalwnax, «He 3aMopaNveaths,
NeKapcTBeHHYIO hOpMY, COCTAB NPENApaTa C YKA3aHMeM HAIBAHWA W HOMep cepuy, cpok roaxocTy (slonex

KONWYBCTEA AKTHBHLIX BEWECTB M HA3BEHWA BCNIOMOTaTeNbHLIX BeulecTs, Ao..»). |

oGvem npenapata B Mn, «Cnoco NPUMEHEHWUA H 403bi: M., VHCTPYKUMIO N0 | MapKWpOBKa BTOPUYHON YNAaKosku
MEANLMHCKOMY NPUMEHEHWIO BHYTPM YNEKOBKHS, YCNOBUA XPaHeHu, Ha kapToHHOW navke ykasaHo:

YCnoBusi oTnycka, «XpaHuTe B HEAOCTYNHOM ANA AETEA MECTEx, cflgveHna | HAMMEHOBaHWE, NOYTOBLI agpec,

Kalungy, « He 3aMopaxaBartky, papM-koa (rpacuueckui U undposod), Ten./paxe n ToBapHLIA 3HaK

Homep cepiun (xCepus:...»), cpok roaHocTH (eoaeH A0: ...»), Aata NPOK3BOAKTENA, HadsaHwe npenapara,
npouasoicTea (xflaTa Npouss.: ...3), HAUBUAYAMbHBIA CEpUAHLIA HoMep, nhexkapcTeexnan chopMa, cOCTas npenapata
noTpeGuTentCkoM (BTOpHYHOM) ynakosku («C.H.: ...»), rmoGanbHbiil HoMep | ¢ yKB3aHWeM Ha3BaHWA U KoNWuecTaa
Tosapa GTIN («GTIN ...»), permcTpaLMOHHLIA HOMED, WTPUX-KOA, CPEACTBO | AKTMBHBIX BALLECTB M HalBaHs
naeHTUMKaLuy (2D koa 8 MalMHouuTaemoit chopme). BCMOMOraTenbHbix BelwecTs, obnem
npenapara 8 mn, «Cnocol npumeneHin 1
AO3bI; CM. HHCTPYKUMIO NO MEAMLIMHEKOMY
NPUMEBHEBHMI) BHYTPH YNAKOBKW», YCNOBUA
XPaHBHUA, YCNOBMA OTNYCKA, « XPaH!TL B
HEROCTYNHOM ANA AeTeR MeCTes,
«JleveHne Kawns», « He 3aMopaxmBaTL»,
thapm-kop (rpadhvuecxuit v unchposoi),
HoMep cepuK («CepuRr.... »), CPOK roAHOCTH
(«loaeH fo: |..»), AaTa npouasoacTea
(«[lata npou3s.: ...»), UHAUBUAYANbHbIH
cepuiHLIA HoMep, NOTPEGHTENLEKON
(sTopnuxoR) ynakosiu («C.H.: ...»),
rnoGansHelid Homep Tosapa GTIN («GTIN
<. #), PBTUCTPALIUOHHBIA HOMap, WTPHUX-KOA,
€paacTso WasHTIukaumy (20 koa B
MalnHOuWTaemon copme).

CPpoK rogHocTH 3 roga. CooTeetcTayer,

Kommerirapuy: YxasaHHan B HACTORUIGM COPTHHMKATS COPMA NPENAPaTa COOTBETCTRYOT TReGoBaHHAM OCI NMN-N (000017) - (PI-RU) -
111218. ;
3ananeqye o cepTWDUKBUMK: STHM A CBUAETENLCTEYIO, YTO NPUBEAGHHAR BbILLE HHPOPMALIMA A0CTOBEPHA M muua 31a cepuA npoaykuun Guina
npouaseaeHa (BxnIO4an YNAKOBKY/MAPKUPOBKY) M KOHTPONL €@ KaYecTBa BLINONHEH B MONHOM COOTBETCTAMM ¢ npasunamn GMP u pocke
cneurdHkaLmi Ana uccneaygmoro J1C. MpoTokansi NPON3BOACTEA, YNAKDBKM U AHANKAOR BLINM PACCMOTPSHE! U cootepTcTBME GMP ycTamoeneHo.

HauansHuk OKK: Kapnoea E.A. nEnon o |
[Oata: 12 okrabpn 2021

CeprwgmaT xavecTsa Ne 1130 or 12.10.2021 . Crparvya 2 ma 2



