JInuensua Ne 00072-JIC
Q Ne GMP/EAEU /RU/0098-2021

OZON Pazpeinenne
CAPMALERTKA Ha BBITYCK CEPHH JICKAPCTBEHHOI'Q Iperapara B peaiif3alyi
(BBOA B rpakaaHcKuil 060pot) 30 447(03)
Ne 12678 or 18 [i1 M r
Hanmenosanue npenapara AMaoganis
Mexitysapoanoe HenaTeHTOBARACE, HITH TPYTIHPOBOYHOS, AMnoaunun
AW XHMHYECKOR HAMMCHOBAHME
Jlexapcrsennas hopma Tabnetkn
Josnposka Swmr
Dopma BLITTYCKA TabneTky, 5 Mr (KoHTypHas mueitkosas ynakoska) 30 x 1
(mauka kapToHHas)
Homep cepun 421223
Konusecrso 95616 ynaxosox
Hara nauana nponssoacrsa 25.12.2023
Cpox rogroctu / Tonen n0 4 rona/ 11/2027
HopMaTiBHas 10KyMeHTaHS JICP-000087-090322, m3nm.Nel, Ne2
Ceprudnkar kauecTpa cepum 12678 ot 18.01.2024
Hanmenopanne npoussonuTens 000 «Oz08»
AIpec NMpoH3BOANTENR (BCE CTAIMM NPOMIBOACTES, BKIIOUAN Camapckan 06a., r.0. JKurynesck, r. JKurynesck,
BITYCKAHOWIMA KOHTPOJIL KayecTna) ya. Muapoctpourenedt, . 6
PerucTpaunon#oe yocrosepere JICP-000087 '
Hara rocynapersensoii perucrpaimin 31.05.2007 r.
Haumesosanue nepxarens perucrpaunonnoro yrocrosepenus| 000 «Oony
Pazpemenne neitcteuTensHo a0 11/2027
Kommeurapuu —ci

Ilpusencunan senue wndopMaims saaseTCs noctorepsoi u Tounol.  Cepus nexapcTBeHROrO Tpenapara NpoRIBENEHA (BKMOAAR YnaKoaKy
(MapKuposky) u KOHTDOTH KQUECTBa) HA NPOHIBOACTRCHHON NIOHWIKE & NOSHOM COOTRETCTBHN C tpebosanmamy  auuensny, [lpasun
HaeRALICH MPOHIBOACTBEHHON NPAKTHKH, PErHCTPALMOKHOrD 20¢he. JamicH Mo NPOHIBOACTBY, YNEKOBKE ¥ KONTPOMO KAUCCTBE NPOBSPEHB, H
YCTRHOBACHO HX COOTBETCTSHE TpeGonannsy [Tpasin vagnexaei NPOMIBOICTBEHHOHA NPAKTHRH.
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Mecro Haxowaenua: D00 «Osons, Poceus, 445351 Camapckan o6a., . Murynescx, v, Necounss, 4. 11
MetTa ooywecTengkua AMuenIupyemoR seatenstoctn: 000 «Q30Hx, Poccna, 445351 Camapeas oba., r. o. Murynescy, r. Huryaesack, y.

FAVREEEA  ryapoctpoutened, 4. 6; Ten, (B4852) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00
Nuuenaua Munuctepcraa Mpomsiunensoctd u Toprosay P@ Ne 00072-11C
Ceprudukar kavecrsa cepun Ne 12678 ot 18.01.2024
AmnogunuH, Tabnetku Smr
TOPr oSO ApHRpT L P dopua, ae
PerucTpaunonHoe yaocTosepexue 1CP-000087
Homep cepuu 421223
Aara Havanz npou3soaCTEa 25.12.2022
Koauuecrao 85616 ynaxkosok

AHANM3 BLINOAHEH N0 HOPMATVBHOMY AOKYMEHTY

NCP-000087-080322, Mam.Ng1,Ne2

Haumenosakne noxkasatenn

M OH 2
HOPMBTUBHCE JHauYeHue

PeayneTar KoHTpONA

Cnucanue

Busyanuheit

Kpyrabie naockourarHapudeckue Tabnetku Beaoro unu
nouTH Benoro ysera ¢ puckol v dackoit. [fonyckaetca
JIerKasn MpamopHOCTD.

Kpyrabie naocKoumMauHapuueckde TabaeTku
noutv Sencro uBeTa ¢ puUEKo# U dackoi.
MmMeeTCR nerkas MpamopHOCTh.

NoAMMBHOCTE

BIWX

Bpema YARDIKUBEHKA OCHOBHOrO nuKa Ha
XpOMATOTpamme  WCMBITYEMOID  PacTBopa  A0AKHO
COOTBETCTBOBATL  BDEMEHM  VIOSDUBAHWMA  NHKa
3MNOAUNKHE Ha XponMaTorpamme pacTsopa
craHpaprHore ofipasua (CO) 1.

QTOMETDUMSA

CrekTpsi  nOriowWesus  “CnbITyemars pacisopa w
pacteopa CO amaogunuua Geawnara 8 obnacti or 220
A0 450 MM [OMKHE! MMETE MBHCUMYMBI 1 MUHEMYMbI
NOTACWUEHMA (DM O4HUX M TEX e ANMHAX BOAH (£2 Mm).

Coorsercisyer

Coorveercrayer

PacTaopanue

5 odoTOMETDKS
He menee 70 % (Q) CaoHxsCIN:Os (amaogunina) uepes
45 MuH.

98 %

Poacreesbe npumecu

B3MX

MNpumecs D - we Gonee 0,3 %;

EAMHUNHAA HEMOBHTUOMUMPOBAHHAA npumecs — He
Gonee 0,3%;

Cymma npumeceit — 1e Bonee 1,5 %.

0,02 %

0,10%
012%

OAHOPOAHDOETS AO3MPOBaHUA

[¢ P, cnocof 1, Yo-cnexTpodoTomeTpus
AV=£15,0%.

7,6 %

MurpoBuonoruyeckas uucrora
Obuwee yucno 33p0bHbIx
MUKPOOPraHu3MOoSs;

OBuwiee YHCAD APOHMESHIX 1
fnecHessix rpubos;
Escherichia coli.

T® P&, Keteropua 3 A,

He Bonee 1-10% KOE / r/mn;

He Goaee 1-10° KOE / r/mn;

menee 1- 10'KOE

mewee 1 - 101 KOE

oTCyTCTRYeT B 1 r/ma. OTCYTCTRYET
Koaunecrsensoe onpegenerne BamX
O74.5 80 5,5 mr CagHysCIN:Os (amnoaununa), cumtan Ha 4,8 mr

CpenHio maccy tTabnetxu.

Ynakosxa Mo 10, 30 126A&T0K B KOHTYPHYID Rueitnosyic ynakosxy | Mo 30 Tabnetox e KOHTYRHOM A4EelHoBoR
M3 NABHKM  NOMMBUHMAXIODMAHOW, AMBO nAGHKM | YNakoBKe U3 NneHKY NOAUBAHUAXNOPUAHCH 1
NONMBUHIAXNC DUAHOM/ NOAMBMHUAAZEHXAOPUAHONR 1 donsru MOMUHUEBON NesaTHoR
PONBIH BNOMUHURBOH NEHATHOM IEKUPOBAHHON, NaKUPOBAHHONA.

Mav no 10, 30 tabretox B XoWTypHyo RHEUKOBYIO | 1 KOMTYPHEA AYElKOBAR YNEHOBKE BMecTe ©
Yraxosry u3 matepuana KoMmBUHVPOBAKKHOTrO Ha oCHOBE MHCTRYRUMER MO MEOMUMKCKOMY NPUMEHEHUQ
$oneru  (tpexcnofinbii  marepuan, BRAOMBIOWMA | NOMELIEHA & KAPTOHHYIO YNEKCBKY (nauwyl.
SNIOMUHUEBYIO QOSIBTY, NNEHKY W3 OPUEHTUPOBAHHOID

NOAMAMUAR, NONMBUHUMDUIOPUOHYIO NAeHKY) U DOnLMM

BNOMHMHUBBOH NevaTHON NaKMpOBaHHOH.

1, 2,3, 4,5, 86, 8 unu 10 KOMTYPHBIX AualikoBbIX YIIAKOBOK

BMECTE C MHCTPYKUMENR N0 MEAKUMHCKOMY NDUMEHERIG

NOMEWSIOT B KAPTOHHYID ynakoaky (nayxy).

Mapuuposana Ha KOHTYPHOW AveitkoBo#  ynakosxe {Bancrepe) | Ha KOHTYRHOM AueMroso VIEKOBKE
YHa3bIBAIOT TOProBoe HAMMEHOBaHKe newapcTsenHore | (Bamcrepe) YKE3aHO: TOProBoe HaMMEHoBaHue
npenapara {cosnagaer c MERAYHBPOAHLIM | fIEKAPCTEEHHONO npenapaTa  (COBNagaeT ¢
HENATEHTOBAHHLIM HIUMEHOBAHMEN), NeKapCTBeHHYIO MEMQYHAPOAHBIM HENZTEHTOBAHHbIM
DOpMY,  AOSWPOBKY,  HIWMEHOBaHWe ACPHETENR | HAWMEHOBAHWEM), fexapcrsedsdas  dopma,

Odopsaero; Benosa H.C.

Crpanmita: L 2
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MecTo HaxomaeHma: 000 «Osows, Poccwn, 445351 Camapcran 06, 1. ¥urynescy, ya. Necounan, 4, 11
MEcTa OCYWRITEACKIR TMLENINDYEMOR AeATEAbHOTTU 000 «O30H», Poctus, 445351 Camaporas ofia., r. 0. Murynescy, . Kuryaescs, ya.

SERMALEETIS  py agortnouTened, o, B; Ten. (84862) 71-851, 71-853/56/57/58; daxc (B4862) 341-09, 290-00
Nnyerana Munwcreperaa fipempiweHHOCTE W Toprosau PO Ne DOC72-AC

PRrACTRALMOHHOTD YAOCTOBEDEHMA W HAUMEHOSAHME | OO3MPOBKE,  HAMMEHOBaHWE  JepHarenn
NPOUIBOLKTENA JIEKAPCTBEHHOTD NPENapaTa, HOMEP | PErMCTRAUMOHHOTG VLOCTOBEPEeHUR #
cepuy (BRAICUAIOWMEA MECRL, ¥ FOA NPOMIBOACTBR), RaTY | HANMEHDBAKKE NpOM3BOLAUTENA
WCTEUEKMA CPOKA FOAHOCTH (MecaY W roa). NeKAPCTBEHHOMO NPEenapaTa, HWOMEP CepuM
Ha KEpTOHHOW ynakoBke (Nauxe) yaseisaioT TOProsoe | (BKIMNAKWMA MECAL M TO4 NPOW3BOACTBA),
HAMMEHOBAHME NIEKAPCTSEHHOTO NPENapaTa (COBNaJaeT | AaTa MCTeYEHWA CPOKa roAHOCTM (mecsy u
¢ MEMHIYHS DO HbIM HEMATEHTOBAHHLIM | 1O
HaUMeHOoBaHWEM), HAaYMEHOBaHUE [ISPWKATENR | Ha KapTOHHOW YNaKoBKE (nayKe) yxazaHo:
PErMCTPaLMONHOND  YAOCTOBEDEHMR  (COBMagaeT C | TOProBOe  HaUMEHOBAHME  NeapCTBEHHOID
HaUMEHOBaHNEM npow3BoAMTENR), aapec | npenapaté (coSnafaeT € MEMAYHIPOAHSIM
Npov3BOAWTENA ABKIPCTEEHHOTO NPenapaTa (CoBNafaeT | HEeNaTeHTOBaHHbIM H2UMEHOBIHUEM),
4 appecom Aeparens PETUCTPALMOHHOTD | HAXMEHOBIHWE ABDMATENR PRIMCTDAUNOHHOTD
yaocTosepenwn) (ctpama, ofnacts, ropoa) (4R | yROCTOBEpEeHWA (COBNAA3RT C HAUMEHDBAHWEM
fnowaaky 000 «O30m»], HAUMEHOBAHWE AEDWETENS | NPOKIBOAMTENA),  BAPEC  NPOU3BOAWTENS
PEruCTRAUMORHOTD YAOCTOBEDENUA ¥ HAMMEHOBAEHME = NeHapCTeeHHOro npenapata  (COBNapaeT ¢
NPOUBBOAMTENA fEKEPCTBEHHOND Npenapata, agpec | agpecom  Jepmarens  PercTpaunoHHore
NPOM3BOAWTENS ASKApCTBEHHOro npenapata (crpada, | ygocTosepewus) (crpama, oBnacts, ropoal,
oBAacTb, TODOLCKOR  OKRPYr), 3ADEC AGPMATENR | BNEKTPOHHLIA A4PeC W CaWT NPOW3BOAUTENS,
PErMCTPIUMOHHOMD  yAocToBepeHws  (cTpawa) (AnA | NexapCTseHHan dopma, O03MPOBKE,
naowankn 000 «030H Dapms), INSKTPUHHBIA 3ApeC H | KOAMYECTSO vabnetox 8 YRAROBKE,
calit  npowssoavTend,  AICKAPCTBEHHYIO  popmy, | uHGOpMausA © COCTaBe  NI2KapCTBEHHOTD
[O3MPOBKY, KONMUeCTso TaBneTok B ynmakoBsxe, | npenapata (HaumenoBaHue ASACTBYIOWEro
MHOOPMaUMID © COCTase /NEeKApCTBEHHOrO NpPENapaTa | BeulecTsa W Bro  KOAMYEeCTBO, nepedeHs
[{HaumeHOBaHWE ASACTEYIOWErC BRWEeCTEa W €70 | BCTIOMOTATENbHLIX BEWECTS), HOMEpD Cepun
KONWYECTBO, NEpEueHs BSCNOMOTATENbHbIX BEWECTs), | (BxnMaWmMi MEeCAL M o NpoM3BoACTaa),
HOMEp  CcepuM  (BRAKONAIOWMA  MECAL ¥ 104 | A3Ta WCTeYEHMA CPOKE rOAHOCTW (rofex Ao:
NPOM3IBOACTEA), AATY MCTEUEHMA CPOKA roAHOCTK (fOAeH | MECAL W TO4), YCNOBMA XpaweHan, (nocob
00 MeCAL W roal, YCNOBMA XpaHenwa, cnocob | npumeHenss: « AR NPUema BHYTPLY, YCNOBWA
npumereHus: «fLig NPUema BHYTPb», YCIOBMSA OTAYCKA, | OTNYCK, Homep PErUCTPALLMOHHOID
HOMED PEruCTPAaUMOHHOIG YAOCTOBEPEHWA, NOTOTMA | YAOCTOBEPEHMA, AOFOTUN  NPOUIBOAMTENR,
MPOX3BOANTRNA, bapm-Koa, WTPHXOBOR Koz, | GEpmM-Ko4, WTPMXDBOW KOL, LBYMEDHbIA
ABYMEPHSIR WTPHXOBOHA KOA C NOAHOW WAW YACTHYHON | WTPHXOBOM KOA C HBCTMYHOA DaciM@pPOSKONM
paclmMppoBKOit  MHOODMAUMYM, COABPWAWEWCA B | uHOOPMaUNK, COAEPREWEHCs 8 ABYMEOHOM
[BYMEDHOM WTpKXOBOM Kone vwan Bes wero, «CMoTpx | wTpuMxoBom Kode, «CmOTpHM WMHCTPYKUMIO no
MHCTPYKUMIO N0 MESUUHHCKOMY NpuMeHenmon, «He | mMeauumusciomy NPAMEHEHWION, s«He
NPUMEHATL MO MCTEMEHUM CROKE FOAHOCTHY, €XPaHKTL 8 | NDMMEHAT NO MCTEYEHWM CPOKE FOLHOCTMY,
HeAOCTYNHCM ans gerted MecTe», | «XpaHuTL B HRADCTYMHOM A8 AeTell mecTes,
CAHTATUNEPTEHZMEHDIA 2HTHAKTMHA MBI NpenapaTs. RAHTHIUNENTEH3UBHBIA AHTUEHTUHANBHEIR
lononuuTensHs Ha KapTOMHOW  ynaxoske (nauke) | npenapart.
Ay6AMPYETCA TOPIOBOE HAMMEHOUBEHWE ¥ [I03MPOBHA C | [ONONHUTENRKG Ha  KApTOHHOW  ynakosse
ucrons3osakuem wpndta Spakng, {nauxe) npogySanposaHs TOprosce

HAUMEHOBIHME w O03NPOBHE '

vcnonb3oBaHMem wpndTa bpains.

Cpok rogHoCT# 4 ropa Topex ao: 11/2027
XpaneHue Mpu Temneparype He spiwe 25 "C B KapToHHOMK ynakosxe (nauxe).

JaknoueHme: cooTaetcTByeT/ He cooTeeTcTyeT Tpebosanuam ICP-000087-090322, Uam.Nel, Ne2
grchaldiskok dmchict b1y

Odopmaene: Senosa H.C

[HeOBX0AUMMOE NOAHEPKHYTL)

HauanbHink OKK:

/ KupunawnHa 1.9,

Crpansug: 2 w3 2
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