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AJIKAJIOHUI A/l Cxonbe
Pecnybanka Cepepnas Makenonus

OBECHEYEHHE KAYECTBA

HAUMEHOBAHHME ITPEITAPATA:

Iata Bbiaauu ceprudurara: 11.01.2023

JaTa Bbinycka cepun: 29.12.2022
Jata npounssoacrsa: 06.12.2022

CEPTH®HKAT KAYECTBA N’: 40000192130

Menanaexc®, Tabaerkn 2 mr x 50

CEPHSA N":

1098587

CPOK I'OJHOCTH:

11.2027

@apmauepTuueckan Cybcranuus: bunepuieHa rHAPOXIOPHIL
Mpoussoautesns @apmauesTnyeckoii Cy6eranunn: CF Pharma Ltd, Benrpus

Hopmatueuas grokymentauust Ne: JITI-Ne(000312)-(PT'-RU)-160721

IMpouzsoantens: AJIKAJIOU]] AJl Cxonse, Bynesap Anexcannap Makenoncku 12, 1000 Ckonbe,
Pecny6nuka CesepHas Make1oHHA

B COOTBETCTBHM C:  BuyTtpenuuM ctannaptom [S-3003/0142-191
HAPAMETPEI CHEIHOHKALIHA PE3YIIBTATBI
Onucanune Kpyrnsle, 1BOSKOBBITYKIbe TaGaeTku Genoro usera, ¢ | Kpyrisie, IBOAKOBBITYKIbIE Tabnetku Genoro 1BeTa, ¢

PHCKOM Ha OJIHOM CTOPOHE. pHCKOH Ha OJIHOH CTOpOHE.
Bpems yiepkuBaHMS OCHOBHOTO NMHKA Ha Xpomatorpamme | Bpems yaep:kHBaHHA OCHOBHOTO ITHKA Ha XpOMATorpamme

MoaauHHOCTL HCMBITYEMOIO pacTBOpa J0/IKHO COOTBETCTBOBATHL BPEMCHH HCTIBITYEMOTO pacTsopa COOTBETCTBYET BPEMCHH
YACPKUBAHHA  OCHOBHOTO  THKa  Ha XpomarorpamMme YACpKHBAHHA OCHOBHOIO TMHKa Ha XpoMarorpamme
CTaHJaPTHOrO pacTBopa. CTaHIapTHOIO PacTBOpA.

OanopoaHOCTL MACCHI

18/20 Tabnerok - He bonee + 7,5 %,
2/20 tabnetok - He Gonee + 15 %.

Makc: - 1,2 % ; Mun: 1,8 %

PacTeopenue

He menee 75 % (Q) oT 3a4BICHHOTO KOJTHUECTBA Yepe3
45 MuUH.

96 %

Poacreennbie npamecn™

- Ilpumece A

- [Tpumecs B

- [Tpumecs C

- Enninunas nemaeHTHduumMpoBannas
NpHMeECh
- CymMma uaeHTHGULHPOBAHHBEIX MPUMECEH
(A,B,C)
- CyMMa HCHACHTH()HUMPOBAHHBIX
npumeceii
-CyMma npumecei

- He Gonee 1,0 %;
- He Gonee 1,0 %;
- ne Gonee 1,0 %;
- e Gonee 0,20 %;
- ne Gonee 2,0 %;
- He Gonee 1,0 %;

- He Gosnee 3,0 %.

CooTBeTcTBHE TPEOOBAHUAM
CooTBeTcTBHE TpEGOBAHUAM
CooTseTcTBHE TpEGOBAHHIM
CootercTBHe TpeGOBAHHAM
CootsercTBHE TPeOOBAHHAM

CooTBeTcTBHE TPeOOBAHUAM

CooTBeTCTBHE TPEOOBAHHAM

MukpoGrosoruyeckas 4HeToTa®
- O6wee yHcn0 adpoOHBIX
mukpoopranniMos (TAMC)
- Ob1iee YHCIO APOAIKEBBIX H MUIECHEBBIX
rpubos (TYMC)
- Escherichia coli

te Gonee 10° KOE/r
e Gonee 10> KOE/r

OTCYTCTBHEB I T

CooTBeTcTBHE TPeOOBAHUAM
CootBercTBHe TpeOOBAHHAM

CooTeeTcTBHE TpeGOBaHHAM

OaHOPOAHOCTL A03HPOBAHHA AV <150 %. 2,0 %
KosmuecTsennoe onpeaeienne Or 1,84 mr 10 2,14 Mr GunepHIeHa ruapoXIOpHIa 1,97 mr
(01 92,0 % no 107,0 % OT 3aABJCHHOIO KOTHYECTBA) 98,6 %

B TabNETKE.

Vnakoska Mepeuunas: no 10 Tabretok B Gnuctep 3 amomunueBoit | [lepsuunas: mo 10 Tabnetok B Onucrep M3 ATOMHHHEBOH
donsru 1 nienku [BX. (onsru u nnenku [BX.
Bmopuynas: 5 GnMCTEpPOB BMECTE ¢ HHCTpyKimMeH no | Bmopuynas: 5 OAMCTEPOB BMECTE © HHCTpPYKUMEH no
MPHMEHEHHIO NOMENIAIOT B KAPTOHHYIO MayKy. MPUMEHEHHIO TIOMEMIAIOT B KAPTOHHYIO Na4Ky.
MapxkupoBka Ha 6ancrepe Ha pyccKom s3pike | Ha Gancrepe HA pyccKoM A3bIKE
YKa3LIBAKWT: TOPrOBOC  HAMMEHOBAHME NpENapara C | YKa3piBAKT: TOProBO¢  HAMMCHOBAHWE  Mpenapara ¢
NpeayNpe MTETLHON  MAPKMPOBKOH  ®;  MEXIYHaponHoe | npeynpeuTebHON  MapKUPOBKOFH ®, MeKIyHapoIHoe

HEMATeHTOBAHHOE HAMMEHOBAHHE; JIEKApPCTBEHHYIO (opMy;,
JIO3MPOBKY; JIOTOTHI MPOH3BOAMTENIA, HOMEP CepHH; Jaty
OKOH4YaHHMsA CpOKa roJIHOCTH.

Ha kapToHHOI NayKe HA PYCCKOM si3biKeé YKA3BIBAKT:
TOProBoe HaHMEHOBAHHE MpEnapara ¢ NpeaynpeauTebHOH
MapkHpoBkoi  ®;  MENIVHAPOIHOE  HEMarTeHTOBAHHOC
HAMMEHOBAHME,  JICKApCTBEHHYIO  (OpMYy,  JI03MPOBKY,
KONMWUeCTBO Tal/leTOK B  YNAKOBKE, HaMMEHOBaHHE W
collepkaHue AefiCTBYIONIETO BEUIECTBA B OAHOH TableTKe,
«BcnomorarenbHple  BEMIECTBA: JIAKTO3bl MOHOIMAPAT H

JI03UPOBKY; JIOTOTHIT TIPOH3BQ
OKOHYAHHA CPOKA FOIHOCTHY < *
Ha kaproHHO#H NauKgiia p
TOProBoe HAHMEHOBaHL
MapKMpOBKOit 3
HAHMEHOBAHHE;
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ALK ALOID

AJIKAJIOU A/l Ckonbe
Pecny6auka CesepHasi MakeaoHus

OLECIIEYEHHE KAYECTBA

Jata Beigaun ceprudmrara: 11.01.2023

JaTa Beinycka cepum: 29.12.2022
Jara npoussoacrea: 06.12.2022

CEPTH®HKAT KAYECTBA N’: 40000192130

HANMEHOBAHMUE ITPEITAPATA:

Menaniaexc®, Tabaerku 2 mr x 50

CEPUAN": 1098587

CPOKI'OJHOCTH:

11.2027

MapmauepTuyeckas Cyberanuus: bunepuieHa ruIpoxIopua

ITpoussoautens MapmauesTHyeckoii Cybetanunn: CF Pharma Ltd, Benrpus

HopmaTtueHas nokymentanusa Ne: JITT-Ne(000312)-(PI"-RU)-160721

[MpouszeoauTenn: AJIKAJIOW]] A/l Cronse, Bynssap Anekcanaap Makenoncku 12, 1000 Ckonse,

Pecny6imika Cepephas Makezonus

B COOTBETCTBUM C:  Buytpernum cranaaptoM [S-3003/0142-191

JIPYTHe, YKa3aHHBle B WHCTPYKLMH 1O NPHMEHEHHIO.»;
cnoco6 mpuMmerenua: «J[18 mpHeMa BHYTpPB», VCIOBHA
OTMYCKA,  YCIOBMA  XPAHCHWA,  MPEAyNpeaHTeIbHYIO
Haamuch: «XpaHHTE B HEIOCTYNHOM A Jereil mecTely;
HOMEP PErucTPallMOHHOrO yAocToBepeHus: «Per. ya.»;
NOroTHN Npou3BoanTens; «IIpo3BOIMTENE!» HAHMEHOBAHHE
M agpec mpousBoauTens; Homep cepum: «Cepua New, maty
OKOHYaHHs cpoka roaHocTH: «l"ofeH 10:»; WTPUXOBO# KoI
EAN-13; 3aB0ICKHE TEXHONIOrHYECKHE KO/IbI M 3HAKH*,

Ilpu  HeoOGXOAMMOCTH  HaHOCHTCA  MH(popMarmsa** s
MOHHTOPHHIA JIBIDKCHHS JICKApPCTBEHHBIX TPENaparoB  oOT
MPOM3BOIMTENA 0 KOHEMHOrO MNOTPEOHTENd, BKTOHAIOMAd
CPEACTBO MACHTH(HKALIMH B BHJIE JIBYMEPHOIO LITPHXOBOIO
KOda M OTACJBHO MH(OPMAIHIO, KOTOPYHD COJEPKHT
CPEeACTBO MACHTHOMKALMH, B BHIEC YHTAEMOr0 MEe4YaTHOro
Tekcta (B Tom ukcae GTIN u CH).

* . 3a600ckue  MEXHONOZUYECKUe KOObl U  3HAKU
VKA3LIBAIOMCR NPU NPOU3BOOCMEEHHOU HeobXxooumocmu, u
ux GUO U MECMmOPACnONONCEHUE MONCem MEHAMbCA 8
3a8UCUMOCMY  OM  MEXHONOZUNECKUX — ocobeHHocmell
npou3eoo0Ccmea.

** . MecmopacnonoNceHue UHMHOPMalfiy Moxcem MeHAMbCA
& 3AGUCUMOCMU OM MEXHON0UMECKUX ocobenHocmel
npouzeoocmea.

JpYTHE, YKa3aHHBIE B HHCTPYKUMH MO0 MPHMEHEHHI0.»,
crioco0 npumeHeHHs: «JIng npHemMa BHYTPB», YCIOBHSA
OTNYCKA,  YCNOBHA  XPAHEHHS;  MPEIYTIPEIHTENbHYIO
Haanuce: «XpaHHTL B HEIOCTYNHOM 118 JeTeil mectely;
HOMEp PErHCTPAlLMOHHOIO VAOCTOBEepeHMA: «Per. yi.y;
norotun npoussoauTens; «[Ipou3BoauTeB:» HAMMEHOBaHHE
U ampec mponssojmTens; Homep cepun: «Cepus New, nary
OKOHYaHHA CpOKa roAHOCTH: ((FO}.ICH A0:», lI]'I‘pHKOBOH KO
EAN-13; 3aB0/ICKHE TEXHOJIOTHYECKHE KOJIbI K 3HAKH,
Hanecena wuH(opMmais i1 MOHHTOPHHTA  IBMDKCHHA
JIEKAPCTBEHHBIX TIPENapaToB OT NMPOH3BOIMTENA 10 KOHEYHOro
noTpeGUTENs, BKIIOHAIOMAS CPEACTBO HICHTH(OHKALMH B
BH/JE [BYMEPHOTO IOTPHXOBOrO KoJda H  OTAEIBHO
HHpopMaLs, KoTOpas COICPKHT CPENCTBO
HAeHTH(HKALMKY, B BHIE YHTAEMOro MEYaTHOro TEKCTa (B
Tom yucie GTIN u CH).

Xpanenue [Ipu Temnepartype He Boiie 25 °C B OpurHHaibHOH [1pu Temneparype He Bbime 25 °C B OpHrHHANEHOR
ynakoeke (61McTep B rnauke). ynakoBke (OIHMCTEp B nauke).
Cpok roaHocTn 5 ner 5 ner

HacTosiuum cepTuHKATOM 3asB/INEM, YTO BbILIENPHBEIeHHAS CEPHSA B 1eJIOM NPOH3BEeHA H NPOKOHTPOIHPOBAHA corsiacHo npasuaam ¢cGMP u corniacio
TpeGoBaHHAM cooTBeTCTBYIOWEi yrBepaaennoii HopmatusHoii JokymenTaunn. HacTosmum noarsepxiaem, YTo Aannas HHYOPMAUAA ABIHETCH NOLTHHHOH H

TO4YHOIH.

[Ipumeyanue:

* TecT He ABIACTCA PYTHHHBIM. [ToKa3aTe/ b KauyecTBa KOHTPOIMPYETCA NPOHIBOIMTE/IEM MPH BRIMYCKE MPOJAYKTA HA O/IHOH CepHH B

rozt. [TokasaTenb MOKET OTCYTCTBOBATL B CEPTH(IMKATE aHATH3A.

Henonuurens:
Bpankuua [Terkocka LLIkpros, dhapm.

Yreepaan:
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Bepue JoaHoecka Jankoscka, Criewt. dapm.
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«CBefeHnA o0 BBOAE B rpaXAaHCKMM odopoT B Poccuinckoin degepauun
NIEKapCTBEHHbIX CPeACTB MO COCTOAHMIO Ha 11.02.2023 10:26»

Jlara Buecenns B Ipoussoaurens Oprammanus, Homep Homep, nara
Toprosoe Ceenenns o crausx BBINYCTHBINIAS B
AHC (BBIMyCKAOMMIi Crpana HopmaTtnBHas nokymentamus CepHH, paspenieHns
HaHMeHOBaHHe NPOH3BOACTBA rpaskIancKHiA
Pocanpaenanzopa KOHTPOJIb) napTHH na HJITT
obopor
AJIKAJIOHI AJl Ckonbe,
Pecny6umka Cesephas
Makeonus
(¥ nakopmuk/dacosumk
o (BTOpHUHAs/ TPeTHUHAS
annxmarn@. ynakoeka)); AJIKAJIOH]]
FaGnerior 2 v Pecniybnuka AJl Cromse, Pecny6nmka
25.01.2023 10m;, AJIKATIOHIL AR Cepepuas Cepeprast Makeionus JITI-Ne(000312)-(Pr-RU)-160721 MUOC . 1098587 -
Gaucrepw (5), Ckonbe AJIKAJIOU-PYC
SR Makegonus (VnakoBmux/dacormmr (B
OGO NEPBHUHYIO YNIAKOBKY));
¥ AJIKAJIOHT ATl Crormse,
Pecniy6nmka Cepephas
Makenonus

(TpowuseoguTens (rotosok
Ji®))




