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CEPTU®UKAT KAYECTBA N21216
Haasauue npenapara; PA@AMHH®

CrpaHa — npoussoautens: Poceuiickans Geaepalus
HOMep perneTpauMorHero yaocToseperus: IN-007481 ot 11.10.2021, cpok 4efcTeuns go 31.12.2025
[oanposka: coctas (Ha 1 Tabnetky);
[edcTaylowue sewecrsa:
AHTHTENA K raMMa rHTePDhEPOHY YenoBeka adnHHO C4YULLEHHbIE - 10 000EMA
Antutena k CD4 adrchurHo ounwienHsie - 10 000 EMI
AnTutena k B2- mukporneBynuny MHC knacca | addunHo ounwaHHsie - 10 000 EMJ
AHTuTena k B1-gomeHy MHC knacca Il achcbunHo ounweHHsie - 10 000 EMAO
Benomoratenohbsle sewecrsa:

Naxroasl moHOruapar 0,267 r
Llennonosa MUKkpokpucTannu4ecsasn 0,030r
Marnus cTeapar 0,003 r
TeopeTuueckas macca TabneTku 03r.

" EMI ~ edunuus Modughuyupyroweao Selfcmeus,
NexapcTeerHan dopma; Tabnerkw Ans paccacsiBaHus
Pasmep u TUn ynaxkoeku: no 20 TaBNETOK B KOHTYDHON A4ERKOBON YNaKOBKE W3 NNEHKKU NOMMBUHWUNXNOPWAHON W (hONEMW anioMWHHEBO,
no 1 KOHTYPHOI RYEHKOBON YNaKoBKe BMECTE ¢ HHCTPYKUMENH N0 MEAULMHCKOMY NDUMEHEHUKD NOMELUEBHb! B Naqky 13 KapToHa.
KonuuecTro ynakosok B cepuu: 73557 wr.

Homep cepun: 12161021,
[Oata npowssogcrea: 26.10.2021

[laTa okoHYaHusA cpoka rogHocTy: 26.10.2024
HKpuauueckuir agpec: 000 «HM® «MATEPWA MEWKA XONOWHI» Poceus,

127473, Mocksa, 3-it CamoTeuHsld nep, 4. 9, Tenedon/takce: +7 (495) 684-43-33

AApec NDOWIBOACTBEHHOM Nnowanku: Poccun, r.YensBuHck, yn. Byrypycnaxckas, 4. 54

TNuugHana: Ne 00432-NC ot 02 thespans 2021 r, suigaHHas MWHUCTEPCTBOM NPOMBILLNBHHOCTY U TOProBsnu Poccuickoi Gepepauun
PeaynbTatel aHanuaa:

Mokasarenwu TpeGosanua NN-007481-111021 Pe3ynbTaThl UCNbITaHMIA

Onucanue TabneTk NNOCKOUWNWHAPMHECKOH DODMEI, C PUCKOW W | TabneTxu NNOCKOUNWNUHAPUYECKOW opMbl, C |
thackod, ot Benoro fo noutu Benoro yseTa. Ha nnockoid | puckoit W tackoi, Gencro useta, Ha nnockow
CTOpOHE C puCKOW HaHeceHa Hagnucb MATERIA | cTopome ¢ puckoi HaHeceHa Hagnwcs MATERIA
MEDICA, Ha apyroit nnockoit ctopoHe HaHeceHa | MEDICA, Ha APYroi NNOCKOW CTOPOHE HaHeceHa |

Haanuce RAPHAMIN. Hagnuce RAPHAMIN.
CooteeTcrByET.
MNoanUHHOCTL Metop 1. KauecTeeWHas peakuusa Ha NakTo3sl | BbiNadaeTr OCAAOK OPaHMEBO-KPACcHOro UBETa.

MoHOrMapar ¢ MEAHO-TapTPATHLIM peaxktueom | CooTeercrayer.
(peakTusom denuura). NomkHo Habnwaatsca
BbIN3ajeHUe 0CaAKa OPAHXEBO-KPACHOro LBETAa (NaKToabl
MoHoruapar).

MeToa 2: Kunetuueckuin Mmetoa. CKOpOCTb peakuMi Pa3foXeHws ackopbBuHOBOR |
CkopocTb peakuyuu pa3noxeHun ackopBUHOBOM KUCNOTL | KHCAOTHl B MCNLITYEMOM PacTBOpE MeHblue
B WCNLITYEMOM pacTeope AOmkHa ObiTe  MEHbLUE | CKOPOCTM pEaKUMM PA3NOKEHWR ACKOPBAHOBOR
CKOPOCTH peakuuu paanokeHus ackopfWHOBOM KMCNOTEI | KUCNOTLI B KOHTPONLHOM pacTaeope. |
B KOHTPONbHOM pacTBope. CoortsercreyerT.

Pacnapaemoctb He Bonee 15 munyT. 1 MUHyTa 49 cekyHa

MicnsiTakue NpoBOAST B COOTBETCTBUMN ¢ TpeBosawuAmMu | CooTBETCTBYET.

re P®, OPC.1.4.2.0013.15 unm Ph. Eur., n. 2.9.1.
OpHopoaHoCcTe M™acckl | Macca He Gonee 2 w3 20 TabneToK OTKNOHAETCA OT CpeaHnana macca: 0,301 r

Tabnertox CpeaHel maccel Gonee 4em Ha 5 %, v macca HU ofHOR | OTknoweHws: oT -1.00% Ao +0,66 %
TabneTkn He AOMKHA OTKNOHATLCA OT CpeAHei maccsl | CooTsercTayer.

Ha BENUYWMHY, B ABa pasa MNpeBblWALLYI0 NPOUEHT
AONYCTUMOro oTknoHerus (10 %).

Weneitanie nposodAT B CoOTBETCTEMM C TpeGoBaHUAMM
e PP, O®C.1.4.2.0009.15 unun Ph. Eur., n. 2.9.5,

Cneumndmyeckan WmMyHohepmMeHTHbIR aHanua (MOA) AHTUTENa K ramma uHTepdepoHy uyenoseka
AKTUBHOCTE AKTWBHOCTb Mpenapata CTAaTUCTMYECKM 3HAYMMO He | aththHHHO ONMLLEHHbIE - 10 000EML;
OTNU4EETCA  OT  3HAueHWs, onpepeneHHoro  AnA | Axtutena k CD4 adbduHHO OuYWLIEHHblE -
cTaHaapTHoro ofpasua: 10 000 EMA,;
AHTUTENA K raMma MHTepdepoHy 4Yenoeeka ad@UHHO | AHTuTEna K P2- mMukpornoBynuky MHC knacca |
ouyueHHble - 10 000EML; aiHHO ovuLeHHsle - 10 000 EMA;

Antutena k CD4 aduHHO ounwerkeie - 10 000 EML; Axtutena k fi-pomeny MHC «xnacca |l
Avtutena k B2- wmukpornobynury MHC knacca | | adhdunHO oumlieHHsie - 10 000 EMA.

adchuHHO ouuweHHste - 10 000 EM[; Cootaerctayer.

AHtutena k B1-gomeny MHC knacca |l addurHo
oyuLeHHbe - 10 000 EMA.
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[ MNoka3arenv Tpe6osanun NN-007481-111021 | PelyneTaThl MCMLITAHWA ‘
T MukpoBuonormieckan McneTanue NPoBOART 8 cooTeeTcTeuM C ToeGosanuamMn | - obulee 4vcno adpobHbix MWUKDOOPraHv3mos - |
yucrota ro PO, OOC 1.2.4.0002.18 «NMuxpoOnonorndeckan | MeHee 10 KOE B 11}
f‘ yicToTar unw Ph.Eur, n.n. 2.6.12, 2.6.13. . oflee 44CNO APONOKEBLIX W NNECHEBbIX
E Hopma B cooTeeTCTBAM C tpefosanuamu @ P®, | rpuGos - meHee 10 KOEe 11,
| ODC.1.2.4.0002.18 «MukpoBMONOriiecKas YMCTOTa Mk | - OTCYTCTBYHOT 3HTepoDaKTepKit, yCTOAYMBbIE K
' Ph.Eur., n. 5.1.4. wenuu, B 17,
1 - oBuiea uueno a3pabHeIX MUKPOOPraHU3MOB - He Oonee | - OTCYTCTBYET Pseudomonas aeruginosa 8 12,
10’ KOE & 1r; - oteyTetayeT Staphylococeus aureus Te.
- obuiee YMCNO APOMNOKEBBLIX U NnecHesbiX rpubos - He | CooTBeTCTBYET.
| Gonee 1T0KOEB 1T ‘ E
- gTcyTcTBME 3HTepoBaKkTepuil, yCTORYNBLIX K KENYy, B I
in |
- oTcyTcTBME Pseudomonas aeruginosa 6 1e, 1
- otcyTeTane Staphylococcus aureus Te. 1
Ynakoexa Mo 20 TabneTcx B KOHTYPHOR AYeitkoBOW ynakoske M3 | Mo 20 T1a6neTok B KOHTYPHOW SYEAKOBOH
nAEHKN NOMUBUHMAXIOPKUAHCRH ¥ PONLTY AaNIOMUHWEBOA. | YNaKOoBKE W3 MNEHKW NOMHBMHWAXNOPHAHOR 1
Mo 1 KOHTYpHOR R4YefikoBOW ynaxkoBke EMmecTe C thonskrv anKMuHUeBon.
MHCTPYKUMER no MeaVMLWHCKOMY npumeHeHnio | 110 1 KOHTYPHOR AYEiKOBOR YNaKoBKe BMECTE C |
NOMELAKT B N3YKy M3 KapToHa. MHCTPYKUWER NO MEAWUMHCKOMY NPAMEHEHWIO |
NOMELLEHb! B NAYKY U3 KApTOHa.
CooTaeTcTsyeT ‘
MapkupoBxka MapkupoBKa NepBUYHOR YNaKOBKHM. MapkuposKa NepBUYHON YNAKOBKN. ‘
Ha KOMTYDHOW AYEAKOBOW YNaKOBKE  YKalblBAKT. Ha KOHTYpHOW RYEMKOBOR YNAKOBKE YKA3IAHO.
TOproece HAUMEHoBaHue npenaparta c Toprosoe HanmeHoBaHue npenaparta c |
npeAynpeauTENsHOM MapkupoBkor B, NnexapCTBEHHYK npeaynpeanTensHO MapKUPOBKON ®. |
hopMy, HAMMEHOBAHWE NPCUIBOAUTENR U €ro TOBApHLIA | NeKapCTBEHHas topma, HauMEeHOBaHWE |
3HEK, HOMEp CEepHM, CPOK roAHOCTH («[10...»). NPOW3BOAWTENA W ero TOBApHbIA 3HAK, HOMEP |
MapKupOBKa BTORPHYHOR YNaKkoBkK. cepmu, CpoK roaHocTu («[o...») |
Ha KapTOHHOR nNadyke yKkasbiBaioT: HAUMEHeBaHWE, MapknpoBKa BTOPUYHON YNaKOBKM.
aapec, Tenedor/aKkc NPOMIBCANTENA W €0 ToBapHbIf | Ha KapTOHHORA Nayke ykasaHo. HauMEHOBAHWE.
3HaK, HauMeHOoBaHwe npenapata c npeAynpeanTENbHON | agpec, TenedpoH/tbakc NPOWIBOAMTENR U E€M0 |
MapkupoBkod ®, nekapcTEeHHyo (OpMy, COCTaB TOBAPHLIA 3HAK, HawmeHosaHWwe npenapata C
npenapata C YKalaHuem HasBaHwa W konu4ecrsa npeaynpeauTensHOMU MapKupOSKON ®. ’
eAMHUL AKTUBHOCTH KTMBHBIX KOMIQHEHTOB W HA3BAHUA | NeKapcTBeHHaRA dopma, cocTas npenapaTa ¢
BCNOMOFATENbHBIX BEWECTB, KOMWYECTBO TaGNETOK B | yKA3aHWeM HalsaMMA W KONMHecTsa eanHuy
ynakoske, uﬂnﬂ npuemMa BHYTPb», «leyeHue OCTPbIX AKTUBHOCTH BKTUBHbIX KOMNOHEHTOB W Ha3BaHuAa ‘
PECNMPATOPHLIX BUPYCHBIX WHDEKUMA Y B3IPOCMLIXY, BCNOMOraTensHbix BellecTs, KONMWYECTSO |
«Cnocof nNpUMEHEHWA M A03bl CM. WMHCTPYKUUiO no taBneTox B ynakoeke, «[InA NpueMa BHYTPbX.
MEAMLUHCKOMY NPUMEHBHWO BHYTDM ynakoskd», «He «fleyeHUe OCTPbIX PeCcnUpPaTOPHBIX BUPYCHBIX
MCMONL30aaTE N0  OKOHYAHUW  CPOKA  FOAHOCTW, | MHCDEKUMA Y B3pOCHLIXD, «Cnocob npuMeHeHus
YKA3aHHOro Ha YNaxKoBKe», YCNOBUA OTNyCKa, yCnoBUs | M A03bl CM. MHCTPYKUWWO no MeaHUNUHCKoMY |
[ XpaHeHusd, «XpaHuTb B HEAOCTYNHOM ANSA aeten | NPUMEHEHWIO BHYTPH yNaKoBKW», «He |
mecTe», hapm-koa (rpadu4eckui u LMPOBOR), HOMEP | WCNONB3CBATE NO CKOHYAHWUW CpROKAE FOAHOCTH, |
cepun («Cepus: ...»), CPOK FOAHOCTH («[ogeH mo:...), | yxa3aHHOro Ha ynakoBKe», YCNOBWA OTNYCKa, i
para nNpon3soACTBa («Qata NPOW3B..... »), | ycnosum xpaHeHus, «XpaHwuTe B HEAOCTYNHOM ‘
WHAMBMAYANbHLIR CepUiHbiil Homep notpeBuTensckoi | ANA AETel mecTe», dapm-koa (rpaduyeckuin U |
(BTOPUYHON) YNEKOBKK («C.H.....»), rnoBankHbIA HOMEPR yMposon), HOMED Cepuu («Cepms: ...»), CpOK ‘
ToBapa GTIN («GTIN .. .»), pern;rpau.uonnbm Homep, | roaHocTu («Mopew po:...), aarta nnuuaaoncma
WITPVX-KOA, CPEACTBO MASHTWDMKaLWUK (2D koa e | («QaTa NPOW3B.....»), WHAWMBHAYANbHBINA
MalLMHOuMTaeMoN opme) i cepuitHbIi HOMEp notpebutenscken
(aTopuuron) ynakosku («C.H.....»), rnobanbHbii
HOMED ToBapa GTIN («GTIN .»),
pEWICTpauHOHHI:!M HoMep, WTPUX-Koa, CpEACTBO |
uaeHTudukauun (2D kog B MaluuHouuTaemon
tdopme).
XpaHeHuve Mpw TemnepaType He Boiwe 25 C. Mpwn TemnepaType He Bbiwe 25 el
| CootseTtcTByeT 1
CpoK roAHOCTH | 3roaa CooTeeTcTBYET

KommerTapuu: YkazaHHas B HacToswWweM cepTudukare ce

3aseneHve o cepTvdukaunn:
fuina NpoMaseaeHa (BknKYan yNakoery/MapKMpOoBKY) U KOHTPOMb
n0Cke cneuwdukaLuil ANs UCCnesyemoro NC. NpoTokone! npouzecg’cma ynanosku wasan

YCTEHOBNEHO.

HauanbHuk OKK

fOata: 08 rorbpa 2021

3TKM B CBUAETENLCTBYIO, YTO npvsenennaﬁta«sﬁu uﬁdxopmaunn

“HAYUH
/ PONIBOICTEE!
CHPMA

pus npenapaTa COOTBETCTBYET TpeGoBaHuAM nn-o007481-111021.

Crparvuya 2 w3 2

AOCTOBEPHE W TOMHA. 372 CEPUR NPOAYKUNM
ee. xaﬂema BbINOHEH snonHoM cooTeeTcTBMM ¢ npaBunamu GMP u
n{@na 65111 paCCMOTPEHB! M COOTBETCTBUE GMP
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CEPTU®UKAT CEPUX rOTOBOW NPOAYKLMK

(nekapcTBeHHble npenapaTbl Ana MeauuuHckoro npumerenns) Ne 1 406

PacbamnH® TabneTku Ans paccacbiBanus (KOHTYpHas s4eikosas

yrnakoska) 20 x 1 (nayka KapTOHHas)
HassaHue, nekapcTeeHHas opma, pasmMep ynakosku

CtpaHa HasHaueHnus: POCCUA

Homep cepumn: 12161021

[data npowseoactea: 26.10.2021

Cpok rogHocTu rogeH go;.  26.10.2024

Konudecteo ynakosok B cepun: 73 557 wr

Homep PY: NM-007481 Aarta peructpaumu: 11.10.2021

HA: HopmartueHas aokymeHTaumst J1M-007481-111021 ot 11.10.2021

HacToawmm s yaocToBepaio, YTO BCe CTagun NpOn3BOACTBa CEepUn roTOBON NPOAYKL MK
nexkapcTBEHHOro npenapara Ans MeauuUMHCKOro NpUMEHeHUA BhIMONHANKUCE B NOMHOM
COOTBETCTBUM C TpeboBaHuasmn GMP 1 pernctpaumnoHHbIiM AoCke.

7 YrionHoMoueHHoe nuuo: . .-~ [Kpoxua E.B./







