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OCYWECTBARHMA AMUEH3MPYemO# aeATeasHocTI: 000 «O30H», Poccus, 445351 Camapckan 061, 1. 0. Hurynesck, r. urynesck, ya.

OAPMALEBTHKA

TwapocTpouTened, 4. 6; Ten. (84862} 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

Nnuenaua MuHuctepcraa NpomeiunedHocTh u Taprosan PO No 00072-1C

Ceptudurar vauecrsa cepuu Ne 4563 ot 08.06.2022

Auananpun, Tabnetku 20 mr

Homep cepuu
LAara Havyana npou3BoAcTEa
Konuuecrso

AHanwu3 BbINOAHEH NO HOPMATUBHOMY AOKYMEHTY

Toprosoe

P bopma,

040422

19.04.2022

170827 ynakoBok
JIN-007657-021221

PeructpaunoHnHoe ygocrosepenmne JIN-007657

HaumeHosaHue nokasatens

MeTon KOHTPONA
HopmatusHoe 3HayeHue

Pesynbtar KoHTpOAA

Onucaxue

BusyanbHbii
Kpyravie nnockoumnnugpuueckue Tabnetku 6enoro  uam
6en0ro ¢ MenTOBaTLIM OTTEHKOM UBETA C PUCKOH U hackoii.

Kpyrasie nnockoumunmu-apuveckue
Tabnetkn 6enoro uBeTa ¢ PUCKOIA U
dacKoi.

NopnuunocTs

BaXX

Bpemsa yaepHusaHna OCHOBHBIX NUKOB (MaNeMHOBOMN KUCAOTSI
¥ 3H3NANpWUAA) HA XPOMATOTPaMME MCMBITYEMOrC pacTsopa
AOMMHO COOTBETCTBOBATL BPEMEHM YASPKWBAHUA OCHOBHBIX
NUKOB Ha XpOMaTorpamme PacTBopa craHpapTHoro obpasua
(CO) A sHananpuna maneara.

Coorvsercrayer

PacTsopeHue

[P PD, BIMX
He meHee 70 % (Q) CaoH2sN205-CaHaOs (3HaNENPUMAE ManeaTa)
yepes 45 muHyT.

93 %

PogcreeHHbie npumecy

BIMX

JHananpunar — He 6onee 1,5%;

SHananpuna gMKeTonunepasut — He Gonee 2,5%;

EauHuiHas HempenTMUUMpOBaHHaa npumech — He Gonee
0,3%;

Cymma HenaeHTMPHUUNPOBAHHLIX Npumecedi — He Gonee 1,0%

0,12 %
0,64 %

He obHapyrero
He obHapyreHo

OAHOPOAHOCTL A03UPOBAHUA

[® P, cnocob 1, BIKX

CHMTaR Ha CPeAHIOI0 Maccy TabneTku,

AV<15,0%. 6,8 %
KonwyectseHroe onpepenenue | BIKX
Ot 18,0 #o 22,0 Mr CzoH28N205-C2Ha04 (3HaNanpuna maneara) 20,8 mr

Mukpobucnoruueckas uuctota
OBbuwee Yucio aspobHbIx
MUKpOOpranuamos e 1r;
ObLee YHCAO OPORIKEBLIX U
naecHesbix rpubos s 1 r;

e Kateropus 3 A
He 6onee 1-10% KOE;

He Bonee 1:102KOE;

Menee 1-10* KOE

Menee 1-101 KOE

Escherichiacolia 1r. OTCYTCTBME OTCyTCTBYeT

Ynaxkosxa Mo 10, 20 TabneTok B KOHTYPHYIO A4eiiKOBYIO YNaKoeKy W3 | 10 Tabnetok B KOHTYPHO#U AYERKOBOM
nAeHKy NONUBUHHXNOPUAHOM, nubo MNBHKK | ynakoske u3 NASHKK
NOAMBUHW/DUIOPUAHON/NONMBUHUAMAEHXNOPUAHOM U GONBIMU NOAMBUHUAXNOPUIHON W donbru
AMNOMWHUEBO NEYATHOM NAKMPOBAHHOM, BNOMUHWEBOW NEYATHOR NAKMPOBAHHOM,
Mnu no 10, 20 TaBneToK B KOHTYPHYIO AYEAKOBYIO YNaKoBKY Us | 2 KOHTYPHBIE RYEHKOBLIE  YNAKOBKM
martepuana HKOMOMHMDOBAHHOIO Ha  ocHoBe  GOALIM | BMmecTe c UHCTPYKUUEH no
(Tpexchoiineii  matepuan,  BrmOYAKOWMIL BMIOMUHUEBYIO | MEMLIMHCKOMY NpUMEHEHKIO (AWUCTOX-
donbry, nNeHKY W3 OPMEHTUPABAHHOTO  noAMaMUAR, BKA3AbIW) NOMELWEHbl & KapTOHHYIo
MOAMBUHWUNXNODUAHYIO NNEHKY) M GOAbIM  aNIOMUHUEBOI YNaKOBRY (nauky).
N@YaTHOI NaKMPOBaHHOM.
1,2, 4, 6, 8 unv 10 KOHTYPHBIX AYEAKOBBIX YNAKOBOK BMECTE ¢
MHCTPYKUMEA N0  MEAMUMHCKOMY NPMMEHEHMIO (AUCTOK-
BKAaAbILW) NOMEWAIOT B KAPTOHHYIO ynakosKy (nauxy).

MapKupoBKa Ha HOHTYpHOIi Aueitkosol ynakoske (6aucrepe) ykaswisator | Ha KOHTYDHOW AYEWKOBOM YNaxoBKe
TOProBoe  HauMeHOBaHWe  NEKApCTBEHHOTrO  npenapara | (6aucrepe) yKasaHo: TOoprosoe
{coBnapaer ¢ MemayHapoaHbIm HEMNaTeHTOBaHHLIM | HauMeHOBaHue NeKapCTBEHHOIO
HaUMEHOBAHMEM), JIEKAPCTBEHHYIO  dopmy, [O3MPOBKY, npenapara (coBnagaer C
HauMEHOBaHWe neparens PErUCTPaUMOHHOMO | MEXAYHapoaHbIM HEMATEHTOBAHHBIM
YOOCTOBEPEHUA “ HaumeHoBaHue NPOU3BOANUTENS | HaUMEHOBaHUEM), NEeKapPCTBEHHAR
AIEKAPCTBEHHOTO Npenapara, HOmep cepuu (BKAloHawwmii | GOpMa,  [O3KPOBKA, HaMMEHOBAHWE
MecAl W rof NPOM3BOACTBA), AATY MCTEUEHUA CPOKA TOAHOCTH | aepwarens PerucTpauruoHHOro

Otopmneno: Hixenep no cepruduxanys  Benosa H.C.
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- 6 MecTo HaxomaeHua: 000 «O30mH», Poceun, 445351 Camapcxan 0., r. Jurynesck, ya. Mecounas, 4. 11
OZON MecTa oCyWECTBARHUA AMUEHINpYemMOi aeaTenbHocTn: 000 «O3oH», Poccus, 445351 Camapckan oba., r. 0. Murynescx, r. Hurynesck, ya.

QAPMAUEBTHKA

rwapoctpouteneit, 4. 6; ven. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

Nuuenaun Munncrepcraa NpomsiwnesHocTy u Toprosau PO Ne 00072-N1C

(mecsay 1 rog).
Ha xaproHHOW ynakoBke (nadyke) ykasuisaloT TOpProBoe
HAMMEHOBaHWE JIEKApCTBEHHOrO npenapata (cosnapaer ¢

MEMAYHEPOAHBIM  HENaTEHTOBAHHLIM  HaWMEHOBaHWEM),
HauMeHOBaHWe fAepwarens PerucTpaLMoHHOMo
YAOCTOBEPEHUA M HaWMEHOBaHWe NPOU3BOAUTENA
/lekapCTBEHHOFO ~ Npenapata,  afpec  NpOM3BOAMTENRA
NexapcreeHHoro  npenapata  (ctpawa, obnacte, ropoga),
3NEKTPOHKLIM  3ApeC W CaWT npoussoguTens, agpec

[ePHATENA PerucTpaLMOHHOTO YAOCTOBepeHus (cTpana),
neKapcTeennylo Gapmy, A03UPOBKY, KoauuecTso Tabnetox 8
ynakoBke, WHPOPMAUMIO © COCTase  /IeKapCTBEHHOTO
npenapata (HaumeHoBaHWE ABACTBYIOUIErO BEWECTBA U €ro
KOMMYECTBO, MepeyeHb BCMOMOTaTENbHbIX BELWECTs), Homep
cepun (BRAKOHAIOWMIA MECAL, M Fof, npow3sofcTsa), @ary
MCTeYEHWA CPOKa rogHOCTU (rofieH A0 MECAL, U rog), ycnosus
xpaHeHus, crnocob npumeHerua: «[lnR npuema BHYTPbY,
YCNOBMA OTNYCK3, HOMED PErUCTPaLUOHHOTD YAOCTOBRPEHUA,
NOrOTAN  NpouasoauTens, $ApM-KOA, WTPHUXOBOW  Kog,
[BYMEpHbI WITPUXOBOW KOA € MNOAHOW WAM  YacTUMHOM
pacwndposxroi UHGOPMALIMM, COAEPIKAIEACA B ABYMEPHOM
wrpuxosom Koge unu Bes Hero, «CMOTPU MHCTPYKUMIO TO
MEAUUMHCKOMY NpumeHeHMio  (AucToK-BKnapbiw)», «He
MPUMEHAT NO WCTEYEHWM CPOKa rOAHOCTHY, «XpaHuTe 8
HeAOCTYMHOM ANRA AeTel mecTex,

[ononHuTensHo  Ha  KapTOHHOW  ynakoske  (nauke)
AybavpyeTca Toprosoe HauMMeHOBaHMe UM OO3MPOBKE C
UENoNb30BaHWEM WpKPTa Bpaina,

YAOCTOBEPEHURA u HaumeHoBaHue
NpoX3BOAMTEeNA NEKapCTBEHHOTD
npenaparta, HOMEP CEpHM (BRAIOYAIOWMA
MecAly, W rog npPoM3BOACTBa), AaTy
WCTEYEHMA CPOKA rOAHOCTW (mecay u
roa).

Ha KapToHHOM ynakoeke (nNauke) yKasaHo:

TOprosoe HaWMMeHOoBaHKe
NeKapCTBEHHOro Npenapara (cosnagaer ¢
MEXAYHEPOAHbIM HEeNaTeHTOBaHHbIM
HaWMEHOBaHUEM), H3aWMBHDBaHuUe
nepwarena perucTpauuoHHoro
YAOCTOBEpPeHUA " HavumeHOBaHHue
npoussogurens NEeKapPCTBEHHOro
npenapara,  agpec npoussoguTena
fexapcTBeHHoro  npenapara  (cTpaHa,

obnacte, ropofs), 3NEKTPOHHbIA aapec n
CaliT NpoM3BOAMTENA, aapec aeparens
PerucTpaumMoHHOro YAOCTOBEPEHUA
{cTpana), NeKapcTBeHHan bopma,
A[03mMpoeKa, Konudectso Tabnetox 8

yNaKoBKe, uWHpOpMaUMA ©O cocTase
NEKapCTBEHHOID npenapara
(HaumeHoBaHME neicrayiouero

BEWERCTBA ¥ ero KOAM4eCcTBO, Nepeyers
BCMOMOTaTenbHbIX  BeuiecTs), Homep
CepMi  (BRNIOMIOWMIA Mecal, W rog
NpOW3BOACTBA), A3T3 WCTEUEHWA CPOKa
rogHocTH ({rogeH go: Mmecalw W roa),
YCNOBWA XPaHEHUA, CNOCOb NPUMEHEHUA:
«[lns npuema BHYTPb», YCAOBUA OTNYCKa,
HOMep PerucTpaLMoHHOMo
yAoCTOBEpeHuUA, noratvn
npoussoauTens, Gapm-kKog, WTPUXOBOH
KO, [ABYMEDHBIA IWITPUXOBOH Koa €
YacTMYHOM pacluupposroi uHbGopmaumK,
cofepmalueinca B ABYMEDHOM
WTPHXOBOM KOAE, «CMOTPM MHCTPYKUMIO
no MEANLIUHCKOMY NPUMEHEHUIO
(nucTok-BKNaaLIW)», «He NpUMEeHATs no
MCTRUEHWMK CPOKA FOQHOCTUY, «XPaHUTL B
HeAOCTYITHOM ANR AETER MecTen,
[ONONHWTENBHO Ha KapPTOHHOW ynaKoBke
(nauke}) npoaybauposanb  TOprosoe
HaMMEHOBAHWE W [O3MPOBKE ¢
UCnonb3osaknem wpudra bpaitns.

CpOK FogHOCTH 3 ropa Fopen po: 03/2025
XpaHeHue Mpu Temneparype He Bbiwe 25 *C B KapTOHHOMW ynakoske (nauke).
3aknioueHne: cootseTtcrayeT/ He cootsercTeyer TpebosaHuam JIM-007657-021221

Odopmneno: Hinkenep no ceprudukawm  benosa H.C.

{HEOBXOAUMOE NOANEPKHYT)

HauanbHuk OKK [Kupununa .9,

Crpansna: 2 w3 2




JIanenaus Ne 00072-JIC
S Ne GMP/EAEU/RU/00098/2021
o OZON Paspemenne
GAPMALEBTYKA Ha BBITYCK CEpHH JIEKapCTBEHHOTO Npenapara B pealn3allidio
(BBOJ B IrpakIaHCK#it 060poT) 30.447(03)

Ne 4563 ot 0% 05. 201 r.

HaumenopaHwe npenapara OHananpun

MesxmyHapo1Hoe HenaTeHTOBAHHOE, WIH IPYNITAPOBOYHOE, Onananpun

HIH XMMHYECKOE HAaHMEHOBaHHe

JlexkapcTeenHas dopma Tabnerxku

Hoznposka 20 mr

Dopma BTy CKa Ta6nerxn, 20 Mr (koHTYpHas AyelikoBas ynakoBKa)
10 x 2 (nauxa kapToHHas)

Homep cepuu 040422

Konvmectso 170827ynakosok

JlaTa Havana npou3BOACTBE 19.04.2022

Cpok ropsocti / ToseH o 3 rona/ 03/2025

HopmaruBHas IoKyMeHTalms JII1-007657-021221

Ceprudukar kayectsa 4563 or 06.05.2022

HammeroBaH#e Npou3BoIUTEIA 000 «O308»

Agipec npou3BONHTENA (BCE CTANMHA NPOM3BO/CTBA, BKIHOYAs Camapckas o6, r.0. Kurynesck, r. XXurynesck,

BBINYCKaOIMii KOHTPO/Ib KauecTBa) yi. I'mapoctponTeneii, 1.6;

PerucTpammonnoe ynocrosepenne JII1-007657

Hara rocynapcTserHol peructpammn 02.12.2021 r.

HanMeHoBaHHe AepkaTeNs PerucTPalMoHHOro yocToseperna| 000 «ATomm

Paspemenue neficturentHo no 03/2025

KommerTtapuu e

Ilpusenennan Bbune HHGOPMALWSA SBAAETCH OCTOBEDHOM M TOMHOMN. CepHa JICKapCTBEHHOrO NPENApaTa NpoH3Be/eHa (BKIIOYas YIAKOBKY
(MapkHpOBKY) M KOHTPONL KadecTRa) Ha TPOH3BOJCTBCHHON IUIOMMANKE B MOJNHOM COOTBETCTBMH C TpeGOBAHMSIMH JTHUEHIHH, Ilpasun
HaJUieKames nponsBoACTBCHHON NPAKTHKH, PETHCTPALMOHHOTO J0CHE. 3amucy 1o TPOH3BOJCTBY, YNAKOBKE M KOHTPO/IO KA4ECTBA [POBEPEHDI, ¥
YCTAHOBNEHO UX COOTBETCTBHE TpeGopanmaM [Ipasun Hajexameil NPOHIBOACTEEHHOI MIPAKTHKH.

K BBOJY B I'PAXXJAHCKHMIA T PA3PEIIEHO: é/)la o Her

YnomHEoMouesHOe

/Munakos Oner Dnyapzosuw/ [0 95 2092 1.

/ Tiomntics DHO Jlata
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