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CEPTU®UKAT CEPUM rOTOBOW NMPOOYKLUNK

(nekapcTBeHHbIe npenapaTthl ANA MeALUMHCKoro npumenenna) Ne 831

MpocnekTa TabneTku ans paccacbiBaHmsl (KOHTYpHas AueikoBas
ynakoeka) 20 x 5 (nayka KapToHHas)

HaseaHue, nexkapcreeHhas (opma, pasMep ynakoski

Crtpana HasHavenus: POCCUSA

Homep cepun: 6320621

Nata npoussoactea: 24.06.2021

Cpok rogHocTv roges go:  24.06.2024

Konnuectso ynakosok B cepu: 9 707 WT

Homep PY: NM-006717 hara peructpauuu: 21.01.2021

HA: HA NN-006717-210121 or 21.01.2021

HacToswwmMm s yROCTOBEPSIO, YTO BCE CTaaun NPOM3BOACTBa CEPUN roTOBOW
NPOAYKUUM NeKapcTBEHHOro Npenapara Ana MeAULIMHCKOro NPUMEHEHWA BbLINONHANUCH
B NOMIHOM COOTBETCTBUM C TpeGoBanuamu GMP 1 perncTpaunoHHbIM 4OCke.
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CEPTUOUKAT KAYECTBA Ne632

Haasanwe npenapara: «MPOCHEKTA» Ne100
Szmgna_ummm Poocuﬁcm ®epepauna

e b torae (0 (TR

HeiicTayioWue BBLISCTBO:

AHTiTena k moarocneuududeckomy Senky S-100 adduHHO OUULLEHHKIS, MOAKPULMPOBAHHLIE

BenomoraTensHeie BewecTea.

JlakTo3sl MOHOMMAPAT

Lennionola MukpoxpucTannuyeckan
Marxua creapar

TeopeTuuyackan macca tabneriu

0,267 r

0,03r

0,003r
03r.

* EMJ] ~ eANHKLIb MOWDUUHPYIOLLIEro ReRCTBNA.
DexapoTeentHan diopma: TaGnerkh ANA paccacsieaHiA
Paamep # TUI YNaKoBKy: no 20 TaGNeToK B KOHTYPHOI AYAKCEON yriakosKe U3 NNEHKN NONUBUHWIXNOPUAROH W HONLIK ANIOMWHAeBOR,
1o 5 KOHTYPHBIX A4efKoBbIX YNAKoBOK BMECTE C MHCTPYKUMER N0 MEAULIMHCKOMY NPUMEHEHUIO NOMELYeHb! B BYKY M3 KapToHa.

Kenuyectao vaaxosok & cepuu: 9707 wr.

Howmep cepuu: 6320621.

fara npoussogcTea: 24.06.2021

: ropeH A0: 24.06.2024

Jara okoHvaHWs €OOKE FOAHOCTH!
Qpnapdeciui papec: OO0 «HMP «MATEPUA MEOWKA XONAWH Poccus,
2747‘3 Mocma. 3-n Gaumuuui nep, a. 9, Tenedon/daxc: +7 (495) 684-43-33

: Pocous, r.MensGuxck, yn. Byrypycnancxas, 4. 54

q: JIN-006717 or 21.01.2021, cpok geicremn Ao 31.12.2025

10 000EMO*

uu_ugﬁggg Nn 00432-11(: or 02 q:elpam 2021 r, BbiaaHHan MUHUCTEPCTBOM NPOMBILLIBHHOCTH W TOProBnKW PoccuitckoR Gegepaliun

e P, O9C.1.4.2.0013.15 unu Ph. Eur., n. 2.9.1.

Pesynbyaryl ayanusa:
Mokasarenn TpebGoBaHun JIN-006717-210121 Pe3aynbTaThl MCNbLITAHWA
Onucanve TabneTkv NNOCKOLMMWHAPHHECKOR POPMbI, C PUCKOR W | TabneTm NNOCKOLWNUHAPUYECKOA GOpMbl, C
thackoil, oT 6enoro 4o nouru Genoro useTa. Ha nnockoit | puckodt u cackod, Genoro useTa. Ha nnockoi
CTOpOH® ¢ PpUCKOR HaHeceHa Hagnuce MATERIA | cTOpOHe G pUCKOH HaHeceHa HaANNCh MATERIA
MEDICA. MEDICA.
CooTnercTByeT.
MopnMHHOCTL Metog 1. Peakuus Ha NakTo3bi MOHOMMAPET ¢ MBAHO- | BbinaaaeT 0caf0K OPEHKEBO-KPACHOMD LBeTa.
TapTpaTHbiM peaktusom (peaxTusom deanuxra). RomxHo | CooTeetcTayer.
HabniofaTeCs BHINGAEGHWE OCaAKa OpPaHKeBO-KPacHOoro
UBETA (NAKTO3bI MOHOTUAPAT).
MeaTog 2: KHHETHUSCKUA METOA. CKOpOCTb peakuyui pasfioweHws ackopGuHosoR
CKOpOCTb PEAKLUMM PAINOKENUA acKOPBUHOBOR KUCNOTH | KMCNOTH B UCNEITYEMOM DacTBope AomxHa Bbite
B WCNLITYEMOM pacTBope AOMKH2 ObiTb MEHbWE | MOHBILE CKOPOCTH  PeaKuuin  PAINONEHWR
CKOPOCTH pPeaxuui pasnoxeHus ackopGMHOBOR KMCNOTH | AcKOPGMHOBOA  KMCROTEI B KOHTPONBHOM
B KOHTPONBHOM pacTeope. pacTBope.
CoOTBETCTRYST.
Mevop 3. Tepmorpauyecknd aHanna Pa3sHocTHeti koadpuuueHT oBpasoBaHnn
PaaxocTHbii koadhduument obpasosanva NPUNOBEPXHOCTHOIM MIeHkn B PacTBOpe
MPUNOBEPXHOCTHOM NNEHKK B8 PACTBOPe UCNBITYBMOre ACNLITYemMoro ofipasua OTHOCUTENBHO
o6pa3uya oTHOCHTENLHO KOHTPONBHOIO 0Bpa3LIa AC/KeH | KOHTpobHOro oBpasua gomweH GuiTe Gonee
Guire Gonee 5%. 5%.
CoOTBETCTBYST,
Pacnafaemocts He Gonee 15 muHyT. 1 muHyTa 39 COkyHA
Wcnuiranue npososaT B cooteetcranu ¢ TpeGoaanusmu | CoOTBeTCTBYET.

ORHOPOAHOCTL Macehl
rabnerox

Macca He Gonee 2 w3 20 TaGneTok OTKNOHAEYCA OT
cpeaHeil Maccw Gonee yem Ha 5 %, n macca Hi OAHOR
TalneT¥y He AOMKHA OTKNOHATBCA OT cpedHeid maccoi
Ha BENWMMHY, B ABA pasa NPeBHLIAILYI0 NPOUeHT
AonycTumoro oTknotenua (10 %).

WcnbiTaHne NpOBOAAT B COOTBETCTBMW C TpeGoBaHuAMY
e P, 09C.1.4.2.0009.15 unu Ph. Eur., n. 2.9.5.

Cpepnnn macca: 0,302 r
OTknonexnn: ot -099% po +1,32%
CooTBeTcTeyeT.

Cneunduueckan ViMMyHOMepMeHTHBIA aHanua (VPA) 10000 EMA

AKTHBHOCTDL 10000 E

Muxpobuonornyeckan Metoz 1: F'® P9, O9C 1.2.4.0002.18 (kaTeropua 3A). OGuee uucno aIpobHbiXx MWKPOOPraHMIMoB
4YMCTOTR B npenapate aonyckaercs obwee uucno aspobeix | menee 10 KOET,

MUKpOOpraHuaMoe He Gonee 10° KOE/r, ofujee uucno
APONOKBEBIX W NNECHEBkx rpuGos e Gonee 107 KOET.
Escherichia coli 1 r npenapata AOMNKHbI
OTCYTCTBOB&TD.

o61Liee YMCNO APONOKeBLIX W NnecHeBsbix rpubos
mexee 10 KOEfT.

Escherichia coli 8 1 r npenapara AOMmKHbI
OTCYTCTBOBATH.

CooTBETCTBYET.

Capiwhuxar kauacTes Ne832 ot 12.07.2021

Crparmua 1 ma 2




TpeSosannn NM-008717-210121

Po3ynsTaTel MCNLITaHKUIH

Mo 20 TaGneTox & KQHTYPHON AveiikoBoi ynakoBxe W3
MNBHKK NONUBHHUMXNOPUAHOHA W donbr anoMUHHEeBOR,
Mo 5 KONTYPHLIX AYEAKOBLIX YNAKOBOK EMBCTS ¢
HHCTDYKUMER N0 MEAMUMHCKOMY  NPUMEHBHWIO
MOMBLLIAIOT B NAYKY U3 KAPTOHA,

Mo 20 vabnetok B xoWTypHOW nueiikosoRt’
YNAKOBKS W3 NIGHKM NONMBMHWNXIIOPMAMOR U
Gonbrv  anomuHnesol, Mo 6  KoMTYPHBIX
A4elixOBLIX YNAKOROK BMOCT® ¢ MHCTPYXUMEH 1o
MBJWLIMHCKOMY MPUMEHEHWIO NOMeLBH B
Navky 3 KapToHa.

CooreeTcTeysT

Mapkuposka

Mapkuposxa napsu4HOR YNaxkoaKH,

Ha KOHTYpHOA A4elKOBOW YNaKoOBKe YXaILIBAIOT:
TOProBO® HAWMBHOBAHWG NPenaparTa, NeKaPCTEEHHYID
OpMY, HAUMEHDBEHNE NPOUIBOAUTENA | 6ro TOBAPHbIA
3HAK, HOM@p Capui, CpoK rogHoCTH («l0AeH A0...»).
Mapxuposxa BTOPHYHON YnaKoskw.

Ha «EpTOHHOK nauke yK3ILIBAKT: HAMMEHOBAHWE,
aapec, TenectoH/caxT NPOU3BOAUTENA M €r0 TOBAPHMI
3HaK, TOproBoe HAMMEHOBAHHE npenapara,
AONONHUTONLHO TOProsoe HaWMBHOBaHWe
NeKAPCTBSHHOrO NpenapaTa HaHOCHT WpkdTOM Bpaitna,
NexapcTeeHHYio hopMy, COCTAR NPenapaTa ¢ yKasaHWeM
HBIBEHRA M KO/IMYSCTBR  OAWHML  SKTMBHOCTH
Aeficteyiowero pélLlecTea " Ha3lBaHuA
BCMOMOTATENbHLIX BOWECTE, KONUYECTBO TalneToKk B
ynakoeks, «[na npuema BHyTPe», «HOOTPONHLIA
npenapars, «HOPManWyeT aKTMEHOCTL  MO3raw,
«Cnocol npumeHeHUs W A03bi: CM. WHCTPYNUMIO 10
MeAULIMHCKOMY NMPUMEHSHMIO BHYTPW YNaKoBkv», «He
HCNONLIOBETL MO  OKOHYAHWM CPOKA  MOAHOCTH,
YKB3AHHOMO Ha YnakoBkS», YCNOBMA OTNYCKA, YCNOBUA
XpaHeHun, «XpaHWTs B HEJOCTYNHOM ANA geredl
Mecres, diapw-xoa (rpacdwueckuil u uMpoBoil), Homep
cepmi, cpox rogHoctw («logeH Ao...), Aara
npouseoactsa («flava npon3s.....»), MHAMBUAYANbHLI
cepuiiHbid  HoMep  noTpebuTenbckoi (sTOpUuHOIR)
ynakomki («C.H.....»), rnoBaneHuiii Homep Toeapa GTIN
(«GTIN ...»), PerHCTPALMOHHMIA HOMEP, LTPUX-KOA,
CpeacTBo uaexTudukaumn (2D xog 8 MAWKHONHTAEMOR
dopue),

MapkupoBKka nepauIHOA ynaxosxu.

Ha xoWtypHoi sueitkomoll ynakomke yKa3aHo:
TOprosoe HaWMeHoBaHWe npenapara,
nexapcreeHHan | c¢opma, HAUMBHOBaHWe
TPOH3BOAWTENR M | €r0 TOBApHBIA 3HAK, Homep
COpKW, CPOK rogHoGTY (el"0get ao...»).
MapxupoBKa BTOPRYHOR yNaxoBky.

Ha xapToHHOR navke yx83aHo: HanmeHoBaHwe,
anpec, Tenedos/daxt npoussoguTans K era
TOBAPHLIA 3HAK,  TOPrOBO® HAMMENOBEMME
npenapara, AONONHUTENBHO TOprosoe
HarMeHoEaHWe NeXapCTBSHHOM® NpenapaTa
HaHeceHo wputhrom Epailna, nekapcTeeMHan
topma, cOCTAR Npenapata ¢  yKAIAHMEM
HB3BAHWA W XONWYECTBA OAMHML AaKTURHOCTH
ASfCTBYIOWErO BewecTBA M HA3BAHMA
BCMOMOTr&TENbHBIX | BOWECTB,  KONKYECTBO
TaGnetox 8 ynakoske, «[nA npuema BHYTpb»,
«HooTponHuil  npenapars,  «HopManuayer
@KTHBHOCTb MOSras, «Cnocol npuMeHeHUA W
AO3BLL CM. WHCTPYKUMIO 1O  MeAWLIMHCKOMY
NPUMEHEHUIO  BHYTPM  ynaxkoBsKu», «He
HCTONLIOBATL MO OKOHYAHNM CPOKA MOAHOCTH,
YKBIGHHOTO HA YRAkoRKe», YCMOBHA OTnycka,
YCROBWA XpaHeHiA, «XpaHuTe B HEAOCTYIHOM
AnA aeTed mecter, hapm-kog (rpacdwieckui u
uMchposod), HOMBP CBDMM, CPOK FOAHOCTH
(«lomen go:...), Aava npoussozcrea («xfata
NPOM3E.....»),  MHAMBHAYANbHBIA  COPWANHLIA
HOM@p noTpeSuTanLCKo# (BTOPUYHOH) ynakosxw
(«C.H.....»), rnoGanpHuiii Homep Tosapa GTIN
(«GTIN ...»), perucrpaumonnsiit HOMep, WTpux-
KOA, CPeACTsO waeHTWmMKaumu (2D ko B
|_MawuHouuTaemod opme).

XpaHeHHe

lMpk Temnapatype He pwie 25 °C.

Mpu TeMnepatype He abie 25 °C.
Coorsercrayer

 Cpox rogHocT

3 ropa

)

Coorsetcreyer

KommeHTapuy: Yeazaunan B HacTosuiem cepTnduxaTe cepun npenapara cooTBeTCTRYST TROGOBaHMAM ﬂn-006717-210121.

3aA8neHIe O COOTHDNKILMK: 3THM A CBUAETENLCTBYIO,

Guina npondseAena (BXNICYAR YNaxoBKy/MapKIpOBKY) W

YTO NPHBEAGHHARA Bbilla WHOPMALIMA AOCTORSPHA U TO4HE. 3Ta CAPUA NPOAYKUMM
KOHTPONb 68 KAYBCTEA BLINONHEH B TONHOM COOTBETCTBHN C NpaBUnaMi GMP u

Aocbe cnewnduxaLmui Ann uccneayemoro JIC. MpoToxons! NPOUIBOACTEA, YNAKOBKH W AHANW30B Gbiny PaCCMOTPeHbl W CooTBETCTBHE GMP

YCTRHOBNEHO,

Havanatmk OKK
fQara: 12 monr 2021

Coprwpwar xavecten NeB32 or 12.07.2021




