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Toprosoe HauMeHOBaHUES

MexayHapoIHOE HENATCHTORAHHOE, HITH

20

Annoxon-Yb®@
AKTHBHpPOBaHHEI

or 20.05.2026r.

IPYIIHPOBOYHOE, WY XUMITecKoe HaUMeHOBaHye yrojs-+Kemas+Kpanussl By IOMHOK
JHCThA+JeCHOKA OCERHOTO JIyKOBHIIEL

TabneTku, TOKpEITEe 00010uKoR

Jlexapcreennas Gopma

Hozuposka -
dopMa BEITYCKa TabieTky, OKpPEITEE 00004kl (KOBTYpHRas syciikoBai
yraxoska) 10 x 5 (mauka KapTOHHAN)
Homep cepun 200426
Obrem cepun (ym.) 12190
Jlata NpOH3BOACTRA POAYKIIHE 30.04.2026
Howmep u pata PY P N002118/01 ot 05.12.2008
HoMep HOPMATHEHOMH JOKyMEHTAIAA HJT P N002118/01-070223, Wzm.1
i s i Meron ucneiTaHuH Tpefosanui HOPMATHBHOR OKYMEHTALMH PeayneraTel aHanuza
n/mn noxazarenei
1 |Omircanne I'dh PD ' Tabnerky Kpyrisie, ABOSKORRIYKAEE, NOKpHTEE| TabASTKH KPYTAEE, HBOAKORGITYKIEIE
opmgmmﬂgm oBonoukodi, wentore upera. Momyckaercs cnadbid|nokperTeie 0BONOUKOMH, KeATOID 1BETE
cnewdpuyeciuit sanax wemds. Ha nonepessom|co coafem creumndmdeckum 3anaxor
Paspe3c BHIHEL TPH CHIO. swenyd. Ha nonepeunoM paspess SHIHE
TDH CHOS.
2 |TTomMHEHOCTE KadecTBenHas peakuns ¢
ceproli kucmoTol Tlpu narpenaluy MOFRNAETCH HHONCTOROE T
KOHIEHTPHPOBaHHOR OKPalHRAHHE, :
(aeumas)
KauecTReHHAS peaKlmg ¢ B . Ben % P
pacTeopoM xenesa (1T) RO SR AR s bl ToprsepinaaeTes
OTICHKOM,
KnopHna (Kemis)
Kagecteennas peaxiis ga |Cruprosoe HIRNSYSHHE ORPAIIKBACTSA B 3eISHRH Tonmeepsaastes
xtopodHmT HEET.
3 |TloAuHoCTE, OpraHonenTAYEcKHi Ipu pacrupaiiy TaGNeToK C BOMOK OUTYIHASTCH
YecHOK 3ATTEX YECHOKA. Honreepxnactcs
4 |MuKpocKOmHYECKHE l"ql PO | vy b #p. .
NpH3HAKH  MHKpocKonHa HOPOIIKA oororpadmm HII CooTseTcTBYET
MHCTHLEB KPAITHBEI
i COOTRETCTRYET ONMCAHMIO 7 MPHIATAOMBIM. | .~ .
MHKPOCKOIMN NOPOMIKa ‘ i ‘ T ) S _‘-' CootBeIcTBYET
) muxpodororpadmsm HIT : 08 05ty
5 |OfHOPOIHOCTE re po OtkiioRenwe OT cpepHeli Maccsl B Macce AAEAN
MaCCET OTASAEHER TabneTOK: : -1120/20 TaGaeTox:
ns 18/20 rabnerox £15,0% 72 no+9,7 %
ang 2/20 Tabnetox £30,0% -oT cpemmeiMacest 0,355 r
6 |Pacrianaemocts, Mun |T'D PO e Sanes 30 g

Crpapuug: 1 w32



OnpefeneHHe repod
BCTIOMOTATENBHBIX
pemectr (Tansk,

aspocun), %o

He 6onee 3,0 (cymMmmapHO)

1.4

MitkpoGronori- T'd PO

UgcKas HHCToTa

Kateropus 3b

Ofniee qHcIo a3pobHEX

4
muxpooprasmsmos, KOE 8 1r He Gonee 10

4,5 % 10'

Qfimmee YHCIO IPOHGKEBEIN 1

2
rrecuersix rpubos, KOE s Ir He Gonee 10

Mesiee 1,0 % 10'

Escherichia coli, 8 1t OreyTcTERHe

OzeyTeTRyeT

Staphylococeus aursus, B 1r OTCyTCTRHS

OteyTeIRyeT

Salmonella spp., B It QrecyTcTRHE

OrcyTcTBYET

SHTEp e '
HTepofaKTepit, yCTOHUHBEIX He 6onee 10°

Menee 1,0 x 10"

k wemun, KOE B Ir

KonmmecTBeHHOE
oTIpe/IeNeHHe
JKEMYHEIX KHCAOT, MI

CriekTpodOTOMETH-
HeckHH

He meHee 30 Mr, cHHTAA HA CPEJHIO Maccy
TabTETKA B IEPECTeTe Ha XONEBYI0 KHCIOTY

40

10

B cOOTEESTCTBHH C
HJI P N002118/01-
070223

VnakoBka

NEYATHON C TEPMOCRIDHINEMBIM TIOKPRITHEM.

STHKETRY SRMOKNEALIACES,

Tlo 10, 24 1afinetok B KOKTYPHYIO ANGHKOEYIO YHaKasKy
Ha MNGHKH TIOMHENHHTCIOPHAROR | domerit AMOMUHHERDR | YTIAKOBKS H3 [IEHKM MOARRHHATXNOPHILHG

o 10 Tabneiox B RKOHTypHoi Aushkosd

¥ (ONBTH  BRIOMAHHCBOH TeuETHON

Mo 20, 50, 70 afinetok ® Gunkd HANHMEpHEC C{TepMOCBAPHBACMAIM TIOKPEITHEM,
susnsapsadtmE Kpencimy,  Ha  Ganky  RRKNSHBRIOT) 5 KOHTYPHBIX AUCHKOBRIX YHAKOROK BMEC

€ HMETPYKLMEH 10 NPHMEKCHIIO DOMCINE

Koy Ganky sny 1, 2, 5 KOHTypReX SHSRKONSX|p flauky #3 KAPTUHR A8 noTpefiTemRcK
yOAROHOK  BMECTE  © HHCIpyKuMEd  T0  MPUMEHEHHK rapg),
mOMELEIOT B 24Ky U3 KAPTOHA JUIR noTpefnTensesol Tapol.

11

B cooTBETCTEHE ©
HIT P N002118/01-
070223

MapxupoBKa

Hepairnan ynaKOoaKo.

Ha xommypHoi
HEMMEHOIINHE

TRYTIIHPOBOUHGE HAWMEHOBANKE

HOMED Cepi, CPOK FOTHOCTH.
Ha omreixe  GaHed

cpuk FOZIHOCTH,

ToproBOt  HAMMEHOBEHHE TIpOnApaiE,

TpefOBAHHAM Crgremsl MU,

TpeayRpeMTEeARHEIE HAmNHeH:

(IPHMEHHTE 110 HOTEHENHH CPOIKN TOMHOCTHY.

AueliRoBol  YHEROBRS

TIPEAMPHATHA-IPOHROIHIANT
TORAPHBIR  3HAK, TOPIoBOS HUMMEHGEAHEE Tpenapaid,|i  ero
NEREPCTREHHOTO | HIHMEHOBEHHE npenapata, TPYRNHpOBOUE
fIpenapard, NEREpCIBIHEYI0 dopMy, KOnKMeCIaD TAfNETOK, | HAHMEHOREHUE  NEKAPCTREHHOLD npenEpa

i

yrasnmaoT|Ha kontyproi AueRkOBOH YIAKORKS YR

Bropruian YISKORKA ICEPETBSHHOID nperapara.
Ha naiie YKEISIMOT HOAMEHOBAHHE MPEANPHNIHA- HAMMEHORIHWE JISKAPCTBEHROIO TIpeltap
nponisoaWTEnd, €ro TOSApHMA 3wk, 2pec, TeAsioH, | erspeTBeHHaT dopMa, COCTAB! Ha3BAHH
RYNAMPOBOHHOE COIEpPRAHNE
HEHMEHOBEHAE NEKAPCTBEHHOID Tpefpatd, NERAPCTHEHEYIO | FONHYECTEG TalneToK B ynakOsxe, yoid
(OpMy, COCTEE: HATRAHAA M COMRPRANME NEHOTHYIOWHK | XPAHEHAS, YEIORA. OLiycka, HOMED Ce)
peliects, Konuvecrso TalneIvk B YRAKORKE, YOIOBHA|CPOK TOAHOCTH, HOMEP PETHCTPALHORE
Kpaqeuns, YOAORHR OTHYCRE; HOMEp CepuH, CDOK TORHOCTH, | YIOCTORE POHIA,

HOMEP PETHCTPALAOHHUID YAOSTOBEPERHS, KOHTPOABHEH (MpeHTHMEUBONHEE)  3HAK
(nmmmlmnmuuunﬂﬂ). anak B Epyrylo  HedopMonwio HuBOPMBIHE
(MENOBSKOMHTAEMYTO HidiOpMELHIG) COTNBCHO BRTYaib

HETM | HHGOpMELIAT)

ero|HauMERORARME TIPSANPHATHA-TIPORIROINTE

TomApHEIFL  3uaK,  TOPIOF

nexapoTneRnAs QUPME, KUIHUECTR] Tafinet

NOAMMEPHOH  YKATRBAIT|HAMEP CEPHH, CPOK TOAHOGTH.
HAHMEHOREHHE TIPERTPHATHA-NPOHIBOAMTENT, ero TorapAni
aHaK, TOPIOBOE HAMMEHERAHKE Npenapata, TRYNMKPOROUHOS
HAHMEHORSHHE NERIPETBOHAOID TIPENIAPATE, NERSPCTREHHYIO| RRONIRAIN.
dopmy, xonuuectso Tabnerok ¥ ynaxosie, womep cepuw,| Ha

Bropyidn  preiskd  RERQROHISRI

naLuKe ywmﬂo HuMMEHORAI
HPEPHATHR-NPOKIROMTENS, &G TORADRE
AR, anpee, Teaedion, 10pro
HAHMEHOBAHHE NpeliapaTa, TPYIMHPOROY

AeHeTEYRIHX BEUIE

KOHTpONR
o Ap
(uonopEKOHHTHE
COrnacHo BKTYANH

ALTPHX-KOL, rpefomannay CHOTEME MO, mrpid-

«XpaHuTs B HEAGLTYnHOM R JeTeH  MECTER,

wfing TpHeMa BHYTPEY, NpERyNpE/MTEARRRE HEIMHCH: wllng nps
«Helpuytpey, «Xpunnth B HEAOCTYNHOM

neTell Macten, «HE npHMEHATE 10 HOTEN
CpoKa TORHOCTION

12

Cpox ToJIHOCTH -

4 roga

To 04-2030

Xpanerne: [Ipi TeMrepaType He BHIIS 25°C.
3aB. KOHTPONBHO-aHATUTHIECKOH naGoparopueit OKK

(Onteemensennpi $a ogopaneHue nacacoma)

20.05.2026r.

20.05.2026r.

Crpaumuz 2132

A BEiio3eposa .

002118/01-070223, usm. Nel omseugem. .

T,



AQ «Ypanbuodapm» Paspemenne Ne 20

COII 3-104-26 OKK/7 Ha BBOJI B IPAsK/IAHCKIH 000pOT CEpuH rOTOBOH MPOLYKIHMK
Toproroe HalMEHOBaHHE Annoxon-Yb®
MeXAyHapOHOE HEeNaTCHTOBaHHOE, AxtupupoBanuiif yrone+XKenus+Kpanusel ABYHOMHOH
WK TPYIITUPOBOYHOE, HilK nucTes+YecHoKa OCEBHOTO MYKOBHIE!
XHMHYIECKOE HAUMCHORBEHHE
JlexapcteerHas opma TabaeTKH, IOKPHITEE 000I0YKOH t
Jlo3zuposka -
dopMa BEIITYCKa TabeTiy, NOKPEITEE 060N0UKOoH (xouTypHAs AueHKoBas

ymakoska) 10 X 5 (nauxa KapTOHHAs)

Homep cepuu 200426
Obwem cepnn (yn.) 12150 =
JlaTa npoH3BOACTEA 30.04.2026
Toned 10 04-2030

HauMeHOBAHHE W afIpeC IPOH3BOAKTENS
(c yrazanuem crafui IpOU3BOACTEA):
T1pom3BONCTEO roToBOM NekapeTsennol | OTKPEITOS AKITHOHEPHOS obmecTso «Vpanduodapm» (OAQ
dopMsl; «Ypanbuodapmy), Poccus

TlepButHas ynakoBKa; r. ExatepuuGypr, yi. Ky#Osimesa, 1.60
Bropuunas/noTpebuTenbeKas YHaKoBKa;
IponszeonuTens (Brmyckarouii KOETPOIL
KagecTBa)

Howmep ¥ 1aTa perucTpaloHHOTO P N002118/01 ot 05.12.2008
YAOCTOBEPEHUS )
Homep HopMarTuBHO# fokymentarud  |HILP N002118/01-070223, Ham.1

HaumeHOBaHUE U a/ipec OepKaTens OTKpEITOE aKIHOHEPHOE 0DIECTEO «Ypan6uopapm» (OAO
('B naje ;1[.,]1&) pepﬂmauﬁgﬂﬂo ro «Ypaﬂﬁ'ﬂﬂ@apm‘»), Poccus

YIOCTOBEPEHUS JIEKAPCTBEHHOTO 620039, Ceepayioncxas o61., r. ExaTepuuOypr, yI.
npenapara Mamunocrpoutenel, 31 A

S, Bacekuma Jlapmca IlerpopHa, YHONHOMOHCHHOE JHLO MpenIpHaTAs IO
IIPOM3BOJICTBY IJIEKAPCTBEHHBIX CPENICTB (ITpukas M3 P® Ne241 or 06.04.26r.)
oNTBepKEA0, UTO WHGOPMAlAS, NpHEBENCHHAs B TAclopre Ha TIOTOBYIO
TPOLYKIHIO, ABJIAETCA JOCTOBEPHOM ¥ TOTHOM.

Sra cepust IPOYKIMY IPOH3Be/eHa (BKTI0YAs YIAKOBKY, MAPKAPOBKY 1 KOHTPOIb
xauecTRa) Ha BHIE YKA3AHHOH ITPOH3BOJCTBEHHON  ILIOIIANIKE. IIponece
IIPOM3BONCTBA OCYIIECTBISH B COOTBETCTBHH C TMpaswiaMH HaJyiexKalleH
POM3BOJCTBEHHON NPAKTHKK, 3allkCH IO IPOMSBONCTEY, yIIaKOBKE, MapKHPOBKE X
amanusy =~ NpOBEPeHEl M YCTAHOBJIGHO HX  COOTBETCTBHO TpeboBaHMAM
DErHCTPAIMOHHOTO JOChE, NPOMEIIUICHHOrO DErIaMeHTa, CepiA paapemega s
BBOJA B TPRXKAAHCKUI 060POT. s /aO0s DN,

VIIoTHoMOYEHHOE JTALIO W fBaGBKEHa Il 3 /5))
v Mh%ﬂ’%




