JInuensus JI012-00102-77/00010730

’ e ) Ne GMP/EAEU/RU/01313-2024
OZON Pazpemenne
DAPMALEBTUKA Ha BBIITYCK CEPHH JICKAPCTBCHHOIO lipenapaTa B pealu3alHio
3D.447(04)
1 08, 2025
Ne 10636 ot 21
Haumenopanue npenapara Hpabpagnn
Mexmynaponioe HenaTeHTOBAHHOE, HIH MPYNNHPOBOLHOE, Hpabpazun
HITH XHMUYECKOE HaHMEHOBaHHE
Jlexapcreennan dopma TabneTkn, MOKpsIThie MneHouHoH ofonouko#
Jo3uposka 7,5 Mr
Dopma BEIYCKE TabneTku, MoKpeITEie MeHouroH obonoukod, 7,5 ur
(kouTypHas suelikopas ynaxoska) 14 x 4 (nauka kapToHHAA)
Homep cepuu 090825
Konuuectso 2628 ynaxosox
Jlara Hadana npoussoncrsa 04.08.2025
Cpok rozuocts / Togen ao 3 rona/ 07/2028
HopmarusHas HOKYMeHTALHA JITT-Ne(008648)-(PI-RU)-310125
Cepruduxar kasecTsa cepun 10636 ot 20.08.2025
Haumeropanve nponssourens Q00 «Oson»
AJpec npoussoauTens (Bce CTAAMH NPOH3BOACTSA, BKmowas | Camapckas 061, r.o. JKurynesck, r. JKurynesck,
BBINYCKAIOWKH KOHTPONE KavecTsa) yi. Tuapoctpoutenei, A. 6
PerucrpauponHoe yaocTopepenue JITT-Ne(008648)-(PI-RU)
Jlata rocynapcTBeHHOR perkcTpamn 31.01.2025
HaumenoBanue Aepikaresia peruCTPaUMOHHOro yaocTosepenusa| 000 «ATomm
Paspeinenne aelicTeuTensso 1o 07/2028
Kommenrapuu -

TMpusenennas msnue uEGOPMALNS ABJIETCA J0CTOREPHOH M TouHOR. Cepus /IEKAPCTBSHHONO NPENAPATA NPOHIBCICHA (BKIIOHAS YNAKOBKY
(MApKHPOBKY) M KOHTPOIL Ka4CCTBA) HA NPOMIBOICTREHHOW IUVIOUIAJKE B TONHOM COOTBETCTBHM © TpeGosanuamu nuitensun, [Ipasun
Haznexame NPOKU3BOACTBEHHON NIPAKTHKY, PErMCTPALLMOHHOTD T0CKE. 3amucH no TIPOMBBOACTEY, YIIAKOBKE H KOHTPOMIO Ka¥€CTHA NPOBEPEHDL, ¥
YCTAHOBIAEHO HX cooTBeTCTBHE TpeGosanunam [Tpasun Haanexkalel MPOM3BOACTBERNOMN NPAKTHIH.
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Mecro Haxomaesua: 000 «Os0x», 445351, Camapckan oba., r. WMurynesck, ya. Necownas, 3a. 11
MecCTa OCyWeCTBARKNA IMUeHINpYEMOR deATensHocTv: 000 «O3oH», 445351, Camapckas o6, . 0, Muryneack, 1. Aurynescy, ya.
Tugpoctpontenel, a. 6; ven, +79874569591, +79874599992, (84862) 290-00, daxc (84862) 341-03;

Nuuensua Munncrepersa NpombiwnesrocTy » Toprosan PO Ne /1012-00102-77/00010730

Ceprudurar KauecTsa cepuu N2 10636 ot 20.08.2025

Wsabpagun, TabneTu, NOKPLITHIE NAEHOYHOMH 0bonoukoi 7,5 mr

Homep cepun
Hara wavyana npoussoacTsa
Konvsecrso

AHNNS BSINCNHEH NO HOPMATUBHOMY AOKYMEHTY

TOOIOEOE HEMMEHOBAHME NEHAPTTIRHMOTD NDENADATA, NENIDE

# Gopms,

PerucTpaumonroe ygocrosepenme NM-Ne(008648)-(Pr-RU)

080825
04,08.2025

2628 ynakosok

/N1-Ne{008648)-(PT-RU)-310125

HavMeHoBaHWe NoKasaTens

MeTton KOHTRONR
HOpMaTHBHOE 3HaueH e

Pe3ynbTaT KOHTPOAR

Onucakne

BusyaneHbiit
Kpyrasie ABOAKOBLINYKALIE TabieTku ¢ PUCKON,
AOKPLITHIE NASHOUHOW 0B00UKON OT PO308Oro A0
pO30BOr0 C OpaHMEeBbM OTTEHKOM UBeta. Ha
nonepeyHom paspese TabneTok KAPO NONTH
Benoro useTa.

Kpyrabie AB0AKOBLINYKAbIE TaBAeTRY C
pUCKO, NoKpsITEIe NAGHOUHOMK 0Bonouxol
PO3S0BOIO C OPAHMEBBIM OTTEHKOM LjgeTa. Ha
nonepeyHom paipese TabNeTOK AAPO NOHTH
Benoro UBeTa.

MogMHHOCTE

BIHX

Bpems yOSpKWBAHMA OCHOBHOMC NWKa H3
XpOMaTorpaMme WCTBITYEMOro pacTsopa LOJIKHO
COOTBETCTBOBATE BREMEHHU YOEPHUBAHUA
OCHOBHOTO NUKa HA3 XPOMaTOrpamme CTaKaapTHOro
pacrsopa {paspen «KonmuecTseHHoe
onpegeneHuen).

CoorseTcTsyer

Pacteopenne

[ Pb, BIHKX
He menee 75 % (Q} CayHasN20s (usabpaguma) ot
33RBAEHHOTD COALDMAHUA YEPES 45 MUH.

59 %

Poacreextbie npumec

BIMX

EOuHMUHER HEeUASHTUGUMUMPOBAHHAR NPUMECE — He
Gonee 0,2 %;

Cymma npumecei — He Bonee 2,0 %.

He oBHapymeHo

OpHOPOAHOCTL AO3UPOBaHMA

[® P®, cnocob 1, BIMX
AV<15 %

11.8%

KonuyecTseHHoe onpeaenexue

BIMX
OT16,75 0o 8,25 mr Ca7HasN20s (wsabpagua),
CYMTAA HA CPeAHIcIO maccy Tabaerku,

7,01mr

MurpobGuonoruyecxas yucroTa
Ofwee umncno aspobHbix
MUKpOOPraHMsmos 8 1 1;
Obuiee YUCAS ADOHIKEBLIX U
nneckessix rpubos B 11;
Escherichiacolialr

[P PP, Kateropua 3 A.
He Bonee 1-10% KOE/ r/mn;

e Banee 1-102KOE/ rfmn;
OTCYTCTEME,

mesee 1101 KOE

mexee 1-10% KOE
oTCyTCTBYEeT

rog nNPOW3BOACTBE),
roaHocTy (Mecau u rog).
Ha waproxmoit ynakoBKe [nauke) yKasbiBaioT

AATY  WCTEHEHWR CPOKa

Ynaxoska Mo 10, 14, 30 Ta61TOK B KOHTYPHYIO s4eiikoByi0 | Mo 14 Tabnetox B KOMTYpHOM Aueiixosoi
YNEKOBKY M3 TIEHKW MONMBUHWAXNCPUAHOM W | YNZKOBKE M3 NNeHKU NOMMBUHWIAXNOPUAHOHA
GONbIM ANIOMUEHHEBOR NeYaTHON NaRUPOBAHHON. w  donbry  aNOMMHMEBOM  nNevaTHo#
1,2, 3, 4 K 5 KOHTYPHBIX A4ERKOBbIX YNaKOBOK | NaKUPOBAHHON,
BMECTE ¢ MHCTPYKUMER NO  MeauuMHCKOMY | 4 KOHTYpHbIe RYeiKOBLIE YNAKOBKK BMECTe C
NPAMEHEHUIO  (AMCTOK-BRABALIL) NOMEWAOT B | MHCTPYRUMe# no MEAUUMHCHOMY
KapTOHHYIO YNaKoBRy (mauky). NPHMEHEHWIO {nucTox-BRABABILL)

MOMELIEHbI B K2 PTOHHYIO YNAKOBKY (nauxy).

Mapxuposka Ha KoWTypHOlU aueikosOM ynakoswe (Baucrepe) | Ha  wkoMTypHO#  AuelioBoi  ynakoske
YKa3biB210T TOprosoe HavmeHosanue | (BaucTepe) yKa3aHo: TOproBoe
AeKapcTseHHoro  npenapata  (coBnaf@eT  C | HaMMEHOBAaHUE NIEKapCLTBEHHOro npenapara
MEMAYHAPOAHbIM HenareHToBaHHbIM | (coBnagaer 4 MEMOYHAPOAHbIM
HZUMBHOBAHUEM)],  /IeKapPCTBRHHYKD  GOpMy, | HENaTeHTOBaHHbLIM HaumeHoBaKuem),
[03KPOBKY, HaUMEHOBaHUE AEDHATENR | NERGpCTBEHHAR dopma, A03UPOBKE,
PErucTPaLKOHHOr YAOCTOSEPEHMUA ¥ | HauMeHoBarue [epHaTeNns
HauMeHOBaHMe npoussganTens Aaaameﬂhoio pervcTpayMoHHCro YOOCTOBRPeHUA M
npenapara, HOMEp Cepui (BRAIOUAIOWMK MECALL ¥ | HaWMEHOBaH!e NPOWUIBOOMTENA

NERApPCTBEHHOTO MNpenapara, HOMep cepum
(BRrAIQUOWMIA MECRL ¥ rO4 NPOM3BOALTEa),
[laTa MCTEeMEHMA CPOKa rofgHoCcTH (mecay wu

Toprosoe HauMEHOBaHKe nexapcreexHoro | roa).
npenapata (COBNafaeT ¢  MemayHapoaHsiM | Ha KapTOHHOH ynaxoske (naure} ykasaHo:
HENaTeHTOBaHHbIM HAMMEHOBAHMEM], | TOPFOBOE HAaWMEHOBAHWE NEKAPCTBEHHOID

Odiopmacro: ITasnosa O.I1.

Crpannua: 1 n32
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Mecro Haxomaenun: 000 «O30H», 445351, Camapckan o6, r. Murynescx, ya, Necousas, 34, 11

MeCTa ocyliecTaNeHIS AKLEHIUPYEMOR deaTensHocTu: 000 «O30H», 445351 , Camapexan 062, 1. 0. Murynescy, r. JKurynescy, ya.
TuapocTpouteneii, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dawc (84862)341-09;

Nnyensus Musucrepcrsa Npomblwnesnoct u Toprosau PO Ne N1012-00102-77/00010730

et HaUMEHOBEHME OePIKATENS  PErdCTPALMOHHOTO | Npenapata (COBMafaey € MEeMAYHapPOAHLIM
YAOCTOBEPEHMA M HAUMEHOBAHKE NPOM3BOANTENR | HENaTEHTOBAHHbLIM HauMEHOBaHMEM),
NeKapCTBEHHOID npenapars, aapec | HauMeHoBaHue Aepwartens
NPOU3BOGMTEAR  NEK3pPCTBEHHOr0  NPenapaTa | PerucTPaLuoHHOro YAOCTOBEPEHUA “
{ctpana, obnacts, roOpoA), BNEKTPOHHLIN afPEC M | HAMMEHOBAHWE npoussoauTens
calit  npouszsogurens, agpec OepwaTtenn | NeKapCTBeHHOrD npenapara, agpec
PErvCTPauMOHHONO  YROCTOBEPEeHMA  {CTpaMa), | NPOW3BOAMTEAR NEKAPCTEEHHOTO npenapata
NeKapcTeeHkyro $opmy, OO3MPOBKY, KOAMYECTBO | (CTpaHa, ©OAacTh, rOpoOA), 2AEKTPOHHBINA
TabneToK B ynakoBKe, MHGOPMALMO © COCTaBE | AAPEC M caliT  NpPOM3BOAMTENA, aapec
NeKApCTBEHHOrD  npenapara  (HauMeHoBaHuE | hepwatens PerncTpaunoHHOro
AEMCTBYIOUero BEWeCTBA W Er0  KOAMMECTBO, | YAOCTOSEPEHWA (CTpaHa), /iexapcTseHHas
nepeyeHb BCNOMOTaTeNbHBIX BewecTs), Homep | dopma, LO3NPOBKA, KOAWUECTBO TabaeTok 8
cepui (BKAKOYAOWMI MECAL, M TO4 NPOM3BOACTEA), | ynakoske,  uHGODMauUMRs O  coctase
| A3TY UCTEUSHMA CPOKA FOAHOCTH (FOAEH A0 MECAL, | EKAPCTBRHHOID Npenapara (HaumeHosaHue
| W rop), ycnosua xpateHusa, Cnocob NpuMeHeHnHs: | AeiCTBYIOILETO BEWECTBE M ero KONMHECTBO,
«[I7% NPUEMa BHYTPLY, YCAOBMA OTNYCHE, HOMED | NepeYeHb  BCMOMOTaTENbHBIX  BELECTS),
PeruCTPALMOHHOrD  YOOCTOBEPEHWA,  /IOFOTUN | HOMED Cepuu (BRAIMAIOWMA MECAU W rog
npoussoguTens, Gapm-KO4, WTPMXOBOM KOA, | NPOM3BOACTBA), AaTa WCTEYEHMA CPOKa
ABYMEDHBIA WTPUXCBOR KOA € NOAHOM WM | roAHOCTH (rOAeH AD: MeCAY U rog), yenosus
YacTHYHON pacWMOpPOBKOH wHbopmaumny, | xpaHeHus, cnocof npumeHeHna: «na
COASPMEWERNCA B ABYMEDHOM IWTPUXOBOM KOAE | MPUEMa BHYTDbY, YCAGBMA OTAYCKE, HOMED
unu Ges wero, rpaduueckuit snement wau Bes | perMcTpaUMOHHOTO YOOCTOBEPEHUA, NOTOTUN
HErc, «CmoTpM MHCTPYKUMIC NO MEAWUMHCKOMY | npoussoawtens, Gapm-Kog, WTPHXOBOR Koa,
NPUMEHEHMIO (nucTox-BrARAbIW)S, «HE | asymepHbi WTPHUXOBOH KOA € YacTuuHOMR
NPUMEHATE NO  WUCTEYEHMM CPOKE FOAHOCTHR, | PacwubpoBKoi MHOOPMALMM,
«XpaHuTh B HRHOCTYNHOM ANR AeTelt mecTen. cofepmauieiica 8 ABYMEPDHOM ILTPHUXDBOM
[ONOMHUTENBHO Ha KAPTOHHOW ynakoske (nauxe) | Kopge, rpaduueckuit anement, «CmoTpu
ByGAMpYyeTCA  TOProBCE  HAUMEHOBAHUE ¥ | MHCTPYKUMIO no MEAULIMHCKOMY
A03UPOBKA C UCNO/L30BaHMEM WpudTa bpaling. NPUMEHEHMIO  (AWCTOK-BKAAALIL)®,  «He
fIPUMEHATE NO MCTENEHWUM CPOKE rOAHOCTMY,
«XpaHWTL 8 HELOCTYNHOM Ans AeTeil mecTen.
DONONHWTENBHO Ha KapTOMHOW Ynaxoske
{nauke) npogybanposanbi TOprosoe
H3IUMEHOBaHKE “ AO3APOBKa 4

MCNo/b30BaHMeM wpudTa Bpaiias.

XpaHenue MNpu Temnepatype He suiwe 25 2C 8 KAPTOHHON ynakoske (navxe).

Cpox rogsocTu

3 roaa

| TogeH gmo: 07/2028

3akmoueHune: cooTseTcTByeT/He cooTeTcTsyeT TpebosaHuam JIM-Ne{008648)-(PI-RU)-310125

Odopmneno: [Masaosa O.I1
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