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QAPMAUEDTVKA

Ceprudukat kauecTsa cepuu Ne 5490 ot 07.06.2024

Mpamunekcon, Tabnetku 0,25 mr

Homep cepuu
farta Havana npou3soacTea
Konuuectso

Toprosoe amine paTa, BETESHHAR GOpME, A0IUpOBLE

PerucrpaumonHoe yAocTasepeHue /1M-Ng(003015)-(Pr-RU)

AHaNus3 BeINOAHEH No HOPMaTUBHOMY DOKYMEHTY

010524

27.05.2024

7760 ynakosok
/N-Ne(003015)-(Pr-RU)-160823

HaumeHoBarue nokasatens

Meroa kOHTpONR
HopmaTtueHoe 3HaueHue

PesynbTaT KoHTpOnSs

C4MT3A HE CPRAHIOI0 MAcCy TabaeTKM,

Onucarne Busyansbiit
Kpyraple  nnockoumnmkapuueckue Tabnetku  or Kpyrisie  nnockoumnuHppuueckue  TaSneTku
Genoro go Genoro ¢ menToBaTLIM OTTeHKOM uBeTa, | Genore UBeTa, ¢ PUCKDI 1 GacKoii,
C PUCKO# W dackoi,
MognukHocTs BIMX
Bpemr  yaepmusanua  ocHOBHOrO nuKa Ha
XpOomaTorpamme MCALITYEMOrO PacTBopa 40/MHO
COOTBETCTBOBaTL BpEMEHK YAEPHUBAHUS Cooreercrayer
OCHOBHOTO NWKa Ha XPOMATOTRaMMe CTaHAapTHOro
pacteopa (pazgen «KonuuectaeHHoe
onpeaeneHuen),
PacTsopeHue [P P, BIHX
He menee 75 % (Q) CiaH1sCl;N3S-H,0 99 %
(npamunekcona auruapexaopuna MOHOrMApaTa)
vepes 30 muH.
PoacTBeHHbIE NpuMecH B3IMX
Iobas eaunnuHan npumecs — He Bonee 0,4 %; 0,06 %
Cymma npumeceii — He Bosiee 2,0 %. 0,06 %
OAHOPOAHOCTL A03MPOBaHKA [® PO, cniocob 1, BIMX
AVs 15,0% 84%
Koanuecrsennoe B3IXX
onpeaengHue Or 0213 po 0,288 mr C1aH15CIaN35-H,0
(Mpamunekcona AUrMOpOXNOPMAZ MOHOrMAPaTa), 0,236 mr

Mukpobuonoruyeckan uuctora
Obuwiee yincno asapobHeix
MWKPOOPIaHU3MOB;

O6uwiee uncno gpormessix n
nAecHeBbix rpubos;
Escherichia coli.

[® Pd Kateropma 3 A.

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

He 6onee 1-102 KOE/ r/ma;
oTCyTCTBME B 1 /M. |

meree 1-10' KOE

meHee 110" KOE
OTCYTCTBYET

YnakoBka Mo 10 mnu 30 Tabnetok & KOHTYPHYK sueiikosyio | Mo 30 TabaeTox & KOHTYDHYIO  Auelixosyio
YRaKOBKY M3 NAGHKW NOAMBMHUAXNOPMAHOH, nubo YN2KOBKY W3 NAeHKW NOAMBUHWAXNODUAHON u
NABHKK donsru AIIOMHHUEBOM nevaTHoK
NOAMBUHUNXAOPUAHOM/NONUBMHUNANAEHXAOPAHOTH NBKMPOBAHHOM.

M DONBMY 3NOMUHMEBON NeYaTHOM NBKWPOBaHHOWM, 1 KOHTYpHam AYEAK0BaA YNaKosKa BmecTe c
Wnv no 10 wam 30 Tabnetok 8 KOHTYPHYIO | MKCTPYKUMENW no MEOMUMHCKOMY NPUMEHEHUID
AYEIKOBYIO YNAKOBKY u3 MaTepuana | NOMEWEHa B KAPTOHHYIO YNIKOBKY (NauKy).
KOoMBuHMpoBaKHoro Ha ocHoBe donbrv

(Tpexcnoiksii MmaTepuan, BKAIOYBIOLLM I

AMOMUHUEBYIO donery, NAeHRY "3

OPUEHTUPOBAHHOrO nonammaa,

NONMBUHWMAXNOPMAHYID  nABHKY) u oAb

ANOMUHUEBON NEY3THOR NAKUPOBAHHOIM,

1,2,3,4,5unu 10 KOHTYDHbBIX AYEHKOBLIX YNaKOBOK

BMECTE €  MHCTPYKUMER NO  MeauumHCKomy

NPUMEHEHMIO MOMEWAKT B KapTOHHYIO YNaKoBKy

(nauky).

Mapruposka Ha ROHTYpHOW AueitkoBoi ynakoske (6aucTepe) | Ha koWTypHOMR auelikoson ynakoeke (6auctepe)
yKasbisakT TOprosoe HaumeHoBakue | ykasaHo: Toprosoe HaUmeHOoBaHKe
NeKapcTBEHHOr0o  npenapata  (cosnapaer ¢ /IeKapCTBeHHOre  npenapata  (cosnagaer ¢
MEMAYHAPOAHLIM HENATEHTOBAHKLIM | MEKLYHaPOAHbIM HEMaTEHTOBAHHLIM
HaAWMEHOBaHMEM), NIEKBPCTBRHHYH opmy, | Haumerosaruem), NeKkapcrseHHas  dopma,

Othopaneno: Benosa H.C.

Crpanuua; | us 2
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SAZMAUERTINA

MecTo Haxomaesus: 000 «D30H», Poccus,
Mecra ocywecranesun AuueHavpyemoi AeaTensHocTH: 000 «Qaony, Poccua,
lvapocTpoutenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00,

445351 Camapcxas oba., r. Huryneack, yn. Necounan, g, 11
445351 Camapexan 06a., 1. 0. Hurynesck, r. Murynesck, ya.
$arc (84862) 341-09;

/luuensua MuHucTepcrsa NpomsiwnenHocTn v Toproanm PO© N2 Ne J1012-00102-77/00010730

A03MpoBKY, HavmeHOoBaHue oepwarens
perunpauuoﬁnom YAOCTOBEDEHMA W
H2nMeHoB3HKWe npoussognTenn NeKapcrsenHoro
MPENapaTa, HOMEP CEpuM (BKNIOUIOWMA MecaL u

roA  Npov3s0AcTsa), AaTy  MCTEYEHMA CpoKa
roaHocTy (Mecal v rog).

Ha KapToMHOM ynakoske (nauke) ykaswisawor
Toprosoe HaUMBHOBaHMe NERAPCTBEHHOTO
npenapata  (COBNagaeT € MeMOYHAPOAHLIM
HeNdTeHTOBaMHLIM HaUMEHOBaHKEM),
HauMeHOoBaHWe Aepwarens pEFHCTan.MOHHOI'D

YAOCTOBEPEHMA W HaUMEHOBAHME NPOWIBOAMTENs
NIEK3PCTBRHHOO NpenapaTta, 3Apec NPOU3IBOAMTENA

NEKApCTBEHHOrO  npenapaTta (cTpaWa, oBaacts,
ropoa), 3NEKTPOHHBLIN aapec [ canT
npoM3BoAUTENA, aapec Aepatenn
PerucTpaudoHHoro ygoctosepenus  (cTpama),

/IEHAPCTBEHHYIC QOpMY, AO3WPOBKY, KOAMYECTBO
TabAeTOK B ynakopke, uHdopMaLMID o cocTase

NEKApCTBEHHOrO  npenapata  (HaumeHaBaHue
OeACTBYIOWEr0 BEWwecTsa u  erg KONMYECTBO,
MEPENeHb  BCMOMOTAaTeNsHLIX  BEIECTS), HOmep

cepum (BKAIGHAIOWMY Mecsy v roa npovssoncTsa),
AaTy UCTeYeHWA CPOKa rogHOCTH (rogew ao: Mecay
W rog), cnocob npumeneHus: «Ona  npuema
BHYTPbY, YCAOBMA XpaHEHWA, YCNOBMA OTNyCKa,
HOMEP PerncTpauno=Horo yAOCTOBEPEHUA, ACFOTHR
NPOM3BOAKTENA,  Gapm-KOA, WTPUXOBOK Ko,
ABYMEDHLIR  WTDMXOBOM KOA €  NoAHOI  wuaw
YaCTUYHOM pacwndposroi UHPOpPMaL MK,
COAEPMAWEHCA B ABYMEPHOM WTPUXOBOM Kope
wiv  Bes  wero, «CmoTpu WHCTPYKUMIO o
MEANUMHCKOMY NprMEHEHMIO®, ¢HE NPUMEHATL no
MCTENEHWM  CPOKA  rOAHOCTH»,  «XpaWuTb &
HEAOCTYNHOM ANA ALTeR MecTes.

AononumtensHe Ha KapToHHOA ynakoske (nauxe)
aybnvpyeTca  toproBoe  HaumeWosarme  w
A031POBKa C UCnob30BaHkeM WpndTa Bpaitnsg.

A03MpOBKa, HaNMEHOBaHME Lepratens
PeruCTPaUnoHHOro YAOCTOBEPERNA "
HanmMmeHoBakHue nponsaop,urena

/IEKEPCTBRHHOMO  Npenapata, HOMep cepuw
(Brmovarowmit mecsy w rog npouseogcTea),
A3Ta UCTEYEHUA CDOKE FOAHOCTY (METALL, U rog).
Ha KapToHHO# ynaxkoewxe {nauke) yxazawo:
TOProsoe  HaUMEHOBAHWE  NEeKaPCTBEHHOMD
npenapata (cOBNajaeT ¢  MemAyHapoaHbiM
HENATeHTOBaHHBIM HammeHosaHuem),
H3MMEHOBAHWE NEDMATENA PRrUCTPaLMOHHDMD
YAOCTOBEPRHMA " HaumeHoBaHme
NPOM3BOAMTENA  NeKapCTBEHHOTO npenapara,
agpec npousBoAUTENA NEHapCTBRHHOO
npenapata  (cTpaMa,  oBnacts, ropoga),
BNEKTPOMHBIA a4pec W CcaiT npoM3soauTeNs,
aapec Aepwartenn perMcTpaumoxHoro
yaocTosepeHua (cTpamHa), NEKapCTBeHHAR
$OpME, [03MPOBKE, KOAMYECTBO TaBnetok 8
yniakoexe, nxdopmaLma o] cocrase
NEK3pCTBEHHOTO nNpenapata  (HaumeHosauue
AeiCTBYIOWEro BeulecTB2 U ero HoNu4ecTso,
NepeyeHt BCNOMOraTENbHbIX BEWECTS), HOMep
cepuu  (BKMIONAIOWMIA  MeCRY K ron
NpoM380ACTBA),  4aTa McTeueHMA  cpoka
ropHocTM (roged [0: mecay roa), cnocob
NPMMEHeHWA: «[INR NPUEME BHYTPLY, YCAOBMA
KpaHeHun, YCA0BMA ornycka, Homep
PETUCTPALIMCHHOIO  yAOCTOBEPEHUR, AOrOTHM
NPOM380ANTENR, ApPM-KOL, WTPUXOBOH HoA,
ABYMEDHBIA  WTPMXOBOW KOA €  YacTMYHOH
PaCWMQPOBKONA MHGODPMaUKK, copepmatyesics B
ABYMEpHOM  WTPHMXOBOM  xope, «CmoTpm
MHCTPYKUKIO N0 MEAWLMKCKOMY NPUMEHEHMION,
“He nNpumeHATs no  ucTeueHMM CPOKa
OAHOCTHY, «XpaHATL B HEQOCTYNHOM AnA
fneted mecre,

AONOAHWTENbHO  Ha  KapPTOHHON ynakosxe
(nauxe) npoaybnrMposams TOoprosoe
HaMMeHOBaHWe " AO3MPOEKA 4

“CnoAb30BaHUEM WpudTa Bpaiing.

Cpok rogHoCTK 3roga ronex po: 04/2027
XpaHeHue MNpu Temnepatype He Bhiwe 25 2C 8 OPUrMHANLHOMN ynakosxe (naqxe).
3aKknioueHue:

(Heobxoarmoe nosvepkHyTs)

Odopmneno: benosa H.C.

HavanoHuk OKK:

coorae‘n:ra!erl HE COOTBeTCTsyeT TpeboaaHuam NN-Ne(003015)-(Pr-RU)-160823

" /Kupununa N.0.

Crpanuua: 2 13 2
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9 Ne GMP/EAEU/RU/00098-2021
@ OZON Paspewenne
DASMALE BTUKA Ha BBIITYCK CEPHH JIEKAPCTBEHHOIO IIpenaparta B peajli3alUIo
3.447(04)
No 54900t {7 D& 243 r.
Haumerosanue npenapara [Tpamunexcon
MesknyHapoiHoe HenaTeHTOBaHHOE, KN IPYNINUPOBAHKOE, Mpamunexcon
HITH XHMHHYECKOe HaHMEHOBaHHe
JlekapetBennan Gopma TaGaerxku
Josuposka 0,25 mr
®Dopma Beinycka TabneTxwy, 0,25 Mr (koHTypHas suelikosas ynaxoska) 30 x |
(mauka KapToHHan)
Homep cepnu 010524
KoamvecTro 7760 ynakosok
[Mara Havana npon3BoACTEA 27.05.2024
Cpoxk roanoctu / Tonew o 3 rona/ 04/2027
Hopmarushan noxymenraumus JITT-Ne(003015)-(PT-RU)-160823
Ceprugukar kauecTsa cepuu 5490 o1 07.06.2024
Haumenosauue npouzsoaurens 000 «O30u»
AZpec NPOH3BOANTENS (BCE CTANMM NMPOU3BOLCTRA, BRAIOUAL Camapckas o6u1., r.0. JKurynesck, r. XXurynesck,
BEITYCKAK UMK KOHTPO/Ib KayecTsa) ya. napocrpontenei, a. 6.
PerucTpaunonHoe ya0cTopepente JIIT-Ne(0030135)~(PT"-RU)
Hata rocynapcTeeHHON perucTpaumu 16.08.2023 .
HaumeHosanne aepikarens perucTpaunonHoro ynocrosepesss| Q00 «Artonmy
Paspemenue aeficTBUTENbHO 10 04/2027
Kommewrapws |

[puseaennas BeilIe MH{OPMAUNA ABASCTCA AOCTOBEPHON M TOUHOH. CepHi NCKAPCTBEHHOTO npenapara Npo#3BeleHa (BKMIOYAS YNaKoaky
(MapPxHPOBKY) 1 KOHUTPO/IbL KAYCCTBA) HA MNPOHIBOACTBEHHOMN MIOILANKE B NIOAHOM COOTBETCTBHM ¢ TPeGORRHMAMH NuueH3nn, TTpapn Han ekamed
TIPOHIBO/ICTBEHHOM NPAKTHKH, PEFHCTPAUMOHHOTO 20Cke. 3aMucH 10 NPOM3BOACTEY. YNAKOBKC M KOHTPOTIO KA4ECTBA MPOBCPEHLL, H YCTAHORAEHD
uX cooTsercTene TpeGosanuam [Tpasna nauiexkautell MPOH3BOACTBEHHOM NpaKTHKK.

/

[MPOOYKIIMA PASPEIIEHA K PEAJIU3ALIMU: ™ Ja O Her

YronHomMoyeHHoE THNO:

ffeeaeegﬁ Wpryesa Enena Boaxumnposua/ U7 06 203 r.

NOATTNCH GHO

Mrmavuna 1 usr |



B COEPE 3,

PAABHAR CAYXEBA 110 HAAZOPY

\PABOOXPAHEHWA

AYCAKOBBIC KOHTYPHHE (1),
TAYKH KAPTOHHBIES ~

(000 "O30n")

OBmecTBO ¢ OrpaHHYCHHOM OTBETCTBCHHOCTHIO "Oson" (000 "O3o0n"), Poccua
(¥nakosumx/tacosumx (BTOPHYHAS/TPETHYHAS YNaKoBKa))

n Opraumsanus, Homep Homep, nara
BHECE! AHC i
b.u_“.“ﬂu “_uﬁ.“:.. = pa Top i G Iipo Eua.ﬂ.ﬁ_.....__v =) Crpana C O CTAHAx ACTEA Hopmatusuan goxymenranus BBLINYCTHBIIAA B CEpHH, pazpewmenusa
g L rPaAIANCKHi 0bopor napTuun na HJITI
Mpamsnekcon; Tabaerks 0.25 ObBmecTso ¢ OrpasHyYCHHOM 0TBETCTBEHHOCTHIO "O30H (00O "0O30n"), Poccus
P — ObmecTso ¢ orpannueHHOfM (Mponssogurens (rotosoii JId)); Obmectso ¢ OrPAHHYCHHOR OTBETCTBEHHOCTHIO
07.06.2024 ; e OTBETCTBCHHOCTBIO "O30H" Poccus "Oson” (000 "Oson"), Poccus (¥ naxorapux/chacosumx (B TEPEHIHYIO YIAKOBKY)); JIN-Ne(003015)-(PI-RU)-160823 000 Oson 010524 -




