Tnensus Ne 00176-JIC
GMP/EAEU/RU/01032-2023

Ha BBIITYCK CEpPHH JI

Pazpemenne
CKapCTBEHHOTO IIpenaparTa B pealu3alliio

30.447(04)

No 3183 ot 20 Hos6ps 2024 .

Haumenopanue npenapara

Hoynpoden

Mexmyﬂaponﬂue HEMIATECHTOBAHHO, HIIH IpYNIHPOBOYHOE,
HJTH XHMHYECKOE HAMMEHOBaHHEe

Hoynpoden

Jlexapctensas dopma

Tabnetkn, NOKpEITEE IeHOYHOH 060NOMKOH

Jlo3uposka

200 mr

®opma BeImycka

TabneTk, nOKpLITHIE TIEHOYHOM obonoukoit, 200 mr
(koHTypHas sveiikosad ynakoska) 20 x |(nauka kapTonHas)

Homep cepun

161024

Konwmgectso

122760 ynaxosox

Jata #avana npoussoncTea

24.10.2024

Cpoxk roanoctn / Tonen no

3 roza/ 09/2027

| HopMaTtHBHas NOKyMeHTals

JIN-No(0049589)-(PT-RU)-220324

CepTudHKAT Ka4eCTBa Ceput -

3183 0120.11.2024

HaumeHoBaH#ie Mpou3soanTens

000 «O30n Dapmy»

AJipec NpOU3BOIUTENS (BCE CTAIMH NPOU3BOICTBA, BKIIOYAN
BBIITYCKaIOIHI KOHTPOIb Ka4ecTRa)

Camapckas o6n., r. 0. Tonssrty, Tep. 023 [T, MarucTpais
3-1,30. 11, crp.1

Peructpammonnoe y1ocToBepeHne

N-Ne(004959)-(Pr-RU)

Hara rocy 1apcTBEHHOMN perHCTpaLnn 22.03.2024
Haumenosauue nepkarens peructpauuontoro yaocrosepenna| 000 «Atomm
Pazpeinenue neficTBHTENEHO 10 0972027

Kommenrapuu

TNpusencutas Bole HAGOPMALMS ABAAETCH A0cTOBEpHOH U TouHol. Cepus NICKapCTBEHHOO Npenapara NpoH3BeAeHa (BKAKYA YNakOBKY
(MapkHpOBKY) H KOHTPOIB Ka4eCTBA) HA NPOMIBOACTBEHHON IUIOMIAZKE B MOAHOM COOTBETCTHHH C TpeGopanuaMy juensun, [lpasun
HAUICKAIICH TPOHIBONCTBCHHON TPAKTHKW, PErHCTPALMOHHOIO JOChe. 3anHcH no MPOHIBOACTBY, YIIAKOBKE M KOHTPOMIO KayecTsa
MPOBEPEHBI, M YCTAHOBACHO MX cooTBeTCTBHE TpeGoBaruaM [pasi Haatexauel npou3BOACTECHHON IPAKTHKH.

[TPOOYKLS PASPEIIEHA K PEAJIM3ALIUN:

YNolIHOMOYEHHOE JTHILO:

/‘
mmm Bramumup Anekca

[!/a [l Het

opuy/ 20.11.2024 r.
Tara

Crpanuua: 1 u3 |




1 Mecto Haxomaenmus 000 «030H Dapmn: 445043, Camapckan o6,
") Mecra ocyuecTBneHA AuuPHIMpYeMoil AearensHoct 000 «030
Q{ OZON 34. 11, cTp.1. Ten.cor.: +79874539993, 4798774599994

, T. 0. TonwsTTH, Tep. 033 NNT, marucrpans 3-n, 3a. 11, crp.1.
H ®apmn: Camapckan oba., r. 0. TonsatTh, vep. 033 NNT, marucrpans 3-8

el g Nuuenaua Munuctepcrsa NpoMbILIAEHHOCTH K Toproaan PO Ne 00176-/1C
Ceprudurar kayecrsa cepum No 3183 or 20.11.2024
NbynpodeH, Tabnerku, NOKPbITbIE NNEHOYHON 060104KO 200 mr
TOPrOBOR HINMEROBAHAR NEKAPCTBENHGIO NDENAPATE, NEXAPCTRSHHAR dopma, povupasxa
PeructpaumoHoe yaocTosepeHue NN-Ne(004958}-(Pr-Ri

Homep cepuu ) 161024

[ata Hauana npoussoacTea 24.10.2024

Koanuectso

AHa/NK3 BBINOAHEH N0 HOPMBTUBHOMY AOKYMEHTY

122760 ynakosok

JIN-Ne(004959)-(Pr-RU)-220324

HaumeHoBsaHMe nokasatens

MeToa KOHTPONA
HopmaTtiBHOE 3HauYeHue

Pe3ynbTaT KOHTPOAR

Onucanue

Br3yanbHbIA

Kpyrabie  aposkosbinykAbie  Tabnetkw, NOKpbITLIE
naeHouHOR 060noyKoit 6enoro uau noytu Genoro upera.
Ha nonepeyHom paspese Tabnetok Agpo Genoro wau
noyty benoro ysera,

Kpyribie  ABOAKOBbINyKAble  TaBnetku,
MOKPbLITbIE MNNGHOMHOM OGONCHKOW nNOYTH
6enoro useTa. Ha nonepeuHom paspese
rabnetok sappo noutn Benoro usera.

NopnuxHoCT

BIXX

Bpema yaep1BaHUA OCHOBHOTO NKKa Ha Xpomartorpamme
UCOLITYEMOTO  pacTeopa  [OOMKHO  COOTBETCTBOBaTb
BDEMEHM - YAEPKWBAHMA  OCHOBHOrO nuKa  Ha
Xpomatorpamme  pacTeopa  craMpaprtHoro  obpasua
ubynpodera (pasaen «Konuyecrsernoe onpegeneHuen),

CootseTcrayer

PacTBoperue

[® PD, Yd-cnextpodaromeTpus

He menee 75 % (Q) C13H130; (ubynpodena) yepes 60 mu.

106%

PoacTeeHHbIe NpUmecH

BIMX

Npumecs B - He bonee 0,3 %;

EAUHKYHER HeMAEHTUPULMPOBAHHAA NpUMeck ~ He Bonee
0.3 %;

Cymma npumecei — He 6onee 0,7 %.

He abHapymeHo
He abHapyweHo

He obHapyxeHo

OpHOPOAHOCTL fO3MPOBAHUA

[P PD, Cnocob 2

; AV£15,0%. AV=37%
KonuuectsenHoe onpegenekue | BIMX
Ot 190,0 ao 210,0 mr CisHi302 (wBynpodewa), cunran Ha 207,2 mr
CPeAHIO Maccy TabneTru,

Mukpoburonoruieckan uucToTa
Obuiee ynucno aspobHbix
MUKpoopraHuamos B 1r;
Obuwee YMCn0 APOHIKEBLIX U
naecHesbix rpuboe s 1 r;
Escherichiacolis 1r.

[® PD. Kateropua 3A

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

He 6onee 1-102 KOE/ r/mn;
otcytereme 8 1 r/mn.

Menee 1-10* KOE

MeHee 1-10' KOE
OTcyrcTayer

Ynakoska Mo 10, 15, 20, 25 wnm 30 vabnetok 8 KOHTYpHylo | No 20 Tabnetok B KOHTYPHOU AYeitKOBOM
AYEAKOBYID YNBKOBKY U3 NABHKU NONMBMHUAXNOPUAHOMW, | YNAKOBKE U3 MABHKW NONUBUHMAXNOPHAHON
nubo nAeHKK | 1 $OABIM  BNIOMUHMEBOW  MEYaTHOM
NOANBUHUNXNOPUAHOM/NONMBUHMNMAE HXNOPHAHOM M | NaKWPOBAHHOM.

GONBIM ANOMUHUEBOMN NeYaTHOM NaKWpoBaHHOM. 1 KOHTYPHaA AYEIKOBARA YNAKOBKA BMECTE €
Mnu no 10, 15, 20, 25 wau 30 TabneToK B KOHTYPHYIO | MHCTPYKLUEH no MeaULUHCKOMY
AYEHKOBYIO YNAKOBKY M3 MaTepuana KOMBWHMPOBAHHOIO | NPUMEHEHMIO NOMELEHE B  K3PTOHHYIO
Ha  ocHoBe  GonbrM  (TPEXCNOWHGIM matepuan, | ynakosky (naury).

BRAOUAIOWMA  aniomuHuesylo  GOoAbry, NAeHKY U3

OPUEHTUPOBAHHOTO NOAWAMUKAZ, NOAMBUHWUAXOPHUAHYIO

naesky) M $OabTH anoMUHKeBok rievaTHoM

NaKUPOBAHHOMN.

1, 2, 3, 4, 5 van 10 KOHTYPHbIX AYEHKOBLIX YNaKOBOK

BMECTE C MHCTPYKUMEN MO MESUUMHCKOMY NPUMEHEHMIO

NOMELIAIOT B KAPTOHHYHO YNaKOoBKY (nauky).

MapKupoBKa Ha koWTypHOW  AuelikoBOW  ynawoske (BnucTepe) | Ha  KOHTYpHOW — AueiikoBoi  ynawoBke
YKa3bi8alOT TOProsoe HauMeHoBaHue JfekapcrseHHoro | (Bauctepe) yKa3aHo: TOprogoe
npenaparta {coBnagaer c MEXAYH3POAHLIM | HAMMEHOBaHWE NEKapCTBEHHOMO mpenaparta
HEMaTeHTOBaHHLIM  HAUMEHOBAHWEM), NeKapcTBeHHylo | (coBnapaer c MEMAYHAPOAHBIM
dopmy, AO3UPOBKY, HaUMeHOBaHue OEPHATEAR | HENATEHTOBAHHBLIM HaUMEBHOBaHUEM),
PerucTPauMoOHHOIO  YAOCTOBEPEHMA U HAUMEHOBaHWE | NeKapcTBeHHan dopma, A03MPOBKa,
NpOM3BOAMTENA NEKAPCTBEHHOTO Mpenapata, HOMEep & HauMeHoBaHwe Aepwarens
Cepuu (BKAOMAIOWMI MECAL, U TOfL NPOU3BOACTBAE), AATY | PEruCTPaUMOHHOTO  YAOCTOBEPeHWMA M
MCTEYEHUSA CPOKa roAHOCTH (Mecal 1 rog). HauMeHoBaH1e NPoOU3BOAUTENA

Odopumneno:  poznosa I'.B.

Crpawwa: 1 w32
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CAPMALERTVKA

MecTo HaxomaeHua 000 «0aoH Papm»: 445043, Camapcwan 061, 1. 0. TONLATTH, TEP. 033 NNT, maructpans 3-8, 34, 11, crp.l.

MecTa 0CYWEeCTBARHUA NUUEHIUPYEMOH AEATENLHOCTH 000 «O30H Gapmy»: Camapcxas o6a., 1. 0. Tonwatry, Tep. 033 NNT, marmcTpans 3-a

ap. 11, cvp.l. Ten.covs +79874599993, +798774599994
N NuueHauAa MurucTepCTBa NPOMBILASHHOCTH 1 Toprosan P& Ne 00176-N1C

Ha KapTOHHOM ynakoske (nadxe) yxasbiBatoT TOprogoe
HaWMEHOBaHME NEKAaPCTBEHHOrD npenapata (cosnapaet ¢
MEMAYHAPOAHLIM HENAaTEHTOBAHHLIM HaWMEHOBAHHEM),
HaWMEHOBAHWE pepwarens PerucTPaLMOHHOTO
YAOCTOBEPEHWA W HauMeHoBaHWe npou3BoAMTENA
NeKapcTBEHHOTD — Npenapara, aApec  NPOU3BOAUTEAR
NeKapcTBEHHOrO Npenapata (ctpaHa, obnacT, ropoa),
{ana nnowanku 000 «030H»), agpec NPOW3IBOAUTENA
NeKapcTBeHHOrO npenapata (CTpaxa, 0BnacTh, TOPOACKON
okpyr) (ans nnowaaku 000 «O30H ®apm»), 3NEKTPOHHbIA
apgpec u caliT nNpOM3BOAMTENA, aApeC AEPKATeNA
PEerucTpaumMoHHOro yADCTOBEPEHUA {cTpana),
nexapcTeeHHyio Gopmy, AO3UPOBKY, KONWYECTED Tabnetok
B ynakoske, wHbOPMauMio O COCTaBe NEKAPCTBEHHOTO
npenapata (HauMeHoBaHWe AEACTBYIOWEro BeWwecTsa U
Er0 HOMMUECTBO, NepeyeHb BCMOMOTATENbHBIX BEUECTB),
HOMEP CEpPHM (BKNIOHAIOWNA MECALL W T4 NpoM3BOACTBA),
[aTy MCTEYEHMA CPOKA rOAHOCTH (TOABH A0 MECAL, WU roa),
cnocob npumenenna: «NR NPUMEMa BHYTPbY, YCIOBMA
XpaHEHWA, YCAOBWA OTINYCKA, HOMEp PerucTpaunoHHoro
YAOCTOBEPEHMS, NOTOTMN  NPON3BOAMTENA, dapm-xog,
LWTPHXOBOM KOA, ABYMEpHbINA WTPMXOBOH KOA C NONHOM
um YaCcTUYHOMN pacwnpOBKON uHopMmaLmu,
COAEPHAILENCA B ABYMEPHOM LWITPUXOBOM KOAE WM Ges
Hero, «CMOTPM  WHCTPYKUMID N0 MEeAULMHCKOMY
NpUMeHeHuo», «He NPUMEHATL MO MCTEYEHWM CPOKa
FOAHOCTHD, «XPaHMThL B HEAOCTYNHOM ANA AeTell mecTen.

[ONOAHUTEABHO Ha KapTOHHOW  ynakoBke (nauke)
Ay6AMPYETCA TOPrOBOE HauMeHOBaHWe M A03VUPOBKA C
MCNONb30BaHKWEM WpnudTa Bpaina.

NEKAapPCTBEHHOTO Mpenapata, HOMEp Cepuw
(BrauaIOWNA MecAL, K 04 npou3BOACTEa),
[ATa WCTEYBHWA CPOKA TOAHOCTH (mecay n
roa).

Ha KapTOHHOW YNakosKe (nauke) ykasaHo:
TOProBOE HAaMMEHOBAHWE NEKAPCTBEHHOTO
npenapata (COBAafAeT C MEHyHapPOAHEIM

HEMaTEHTOBaHHbIM HavMeHOBaHMEM),
HaWMeHOBaHHe pepwarens
DErMCTPAUMOHHOTO  YAOCTOBEPeHMA W
HanmeHoBaHue npou3IBOAUTENA
NeKapcTBEHHO npenapara, appec

NPOM3BOAMTENA NEKAPCTBEHHOrO Npenapata
[ctpana, — obnactb, FOPOACKOW  OKpYT),
3NEKTPOHHbINA 3APec W CaAT NPON3BOAUTENR,
anpec  Aepwarena PErUCTPaLMOHHOTO
ypocTosepeHua  (CTpaHa), /AexapcTBeHHan
$opma, A03UPOBKE, KONUMECTBO Tabnerox 8
ynakoske,  WHpopmauus O  cocTase
NeKapcTBEHHOMO npenapara (HaumeHoBaHue
OeiCTByIOWEero BRLeCT8a M ero Koamu4ecTso,
nepeyeHb  BCNOMOraTeNbHbIX selecrs),
HOMEp CepuW (BKNKOHAIOWMA MECAY W oA
NpOW3BOACTBa), MAATa MCTEYEHWA CPOKa
rogHocTH (rofeH Ao: mecau u roa), cnocob
npumexeHua:  «fna  npuema  BHYTPbY,
YCNOBMA XPAHEHMA, YCNOBMA OTNYCKA, HOMEP
PEerucTpaLMOHHOTO YAOCTOBEPEHUA, NOTOTHN
npoussoauTens, Gapm-koa, WTPMXOBOH KOA,
ABYMEPHBIM WTPUXOBOH KOA C YaCTUYHOM
pariiudpoBKON MHOOpPMaLMK,
COAEPMALLeICR B ABYMEPHOM LWTPUXOBOM
Koae, «CmoTpK MHCTPYKLMIO no
MEAUUMHCHOMY NPUMEHEHMION, «He
NPUMEHATL MO UCTEYEHWM CPOKA rOQHOCTUY,
«XpaHuTL B HEADCTYNHOM ANR ABTEN MecTey.
[lONOAHWTENBHO Ha KapTOHHOM ynakoske
(nauxe) npoayBamposaHsl Toprosoe
HauMeHoBaHue 7 AO03POBKa c
WCNoNb3oBaHMeM wpndTa Bpaina.

CpoK FOAHOCTH

3 ropa

ropen po: 09/2027

XpaHeHue

Npw TemMnepatype He sbiwe 25 2C B KAPTOHHON ynakoske (nauke).

3aknloueHne; _COOTBETCTBYeT/ He cooTsercTayeT TpeGosanmuam /IN-Ne(004959)-(Pr-RU)-220324

(HeobxoauMOe NOANERKHYTY |

Odopuneno:  Iposznosa I'.B.

HauansHukr OKK: \ 2/
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Crpannua: 2 m3 2
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