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Mecro tHaxomaenua: 000 «030w», Poccus, 445351 Camapcwan ofn., r. Hurynesck, yn. Mecounas, 3. 11
Mecra ocywecTBneHUA NMUEHIUPYEMOF AeAtentHocr: 000 «O3g0H», Poccun, 445351 Camapexag obis, T. o. Hurynesck, r. Hurynescy, ya.
Fuapocrpoutenei, 4. 6; Camapexan o6, r.o. HWurynesck, r. Murynesck, yn. l'uapocrpovrenesi, 4. 5, crp. 1; Camapcxan oba.,

SAPMALUERTIKA
r.o. Murynesck, r. Murynesc, yn. Muapoctpouteneti, & 6 c1p. 2; Camapckan 064, 1.0, MUrynescx, r. uryneack, ya,
ruApoctpontenedi, 4. 6A; Camapckan abn,, r.o. }Kurynescx, r. Juryaesck , ya. Muapoctpoutenes, a. 6A, cTp. 1; Camapcxan
o064, r.o. Murynesck, r. Murynesck, ya. I vapocTRouTEned, 4.2 ten/dane (84862) 3-41-09
Nuuensua MuHucTepcTea [TpOMBILAEGHHOCTH W Toprosan P Ne 00072-AC
CepTudukar kauecrsa cepun Ne 6425 ot 01.07.2021
MetdopmuH Nlour, Tabnetky ¢ NPO/OHTMPOBAHHbIM BbicBobOMgenuem 1000 mr
TORTOBOS HAHMENOBAHHE NEKAPCTOEHMOIR NPena paTa, Ae Hi2a Gopma, ;
PerucTpaunonHoe yaoctosepenune JIN-005288
Homep cepun 040521
AaTa Havana npowsBoACTBa 17,06,2021
Konauuecteo 3324ynakosor

AHNN3 BEIOIHEH NO HOPMETUBHOMY AOKYMEHTY

AN-005288-140119, Wam.Nal

HaumeHosaHne noxazarens

Meroa _KoHtpons

HopmatmeHoe 3HaueHue

PeayasTat KoHTpOMA

TOprosoe HaumeHosaHue JIBKapLTBEHHOrG npenapata w

OnucaHue COpraHoaenmudeckui
OBantHble ABOAKOBLINYHABIE TABAETHM GENOFO WAM MONTH OwanbHble 4BOAKDBLINYKALIE TabAETKY
BGenoro usera c pucoil ¢ ogHolk CTOPOHSY, fipakTUdecky Ges Genoro 14BeTa C pUcKoii € 0AHON cropotst,
33naxa. npakTvyeck Hes sanaxa,
NognuuHocTs BIHX
Bpema yASpMMBAHMA OCHOBHOTO NUKA Ha XpomaTorpamme
HenbiTyemoro pacraopa, NPHrOTOBNEKHOOD ana Cootsetcrayer
HOMIMUYECTBEHHOMO OMPeAeneHUA, AOAMHO COOTBETCTBOBATL
BpemMeHi yaepMuBaHNA OCHOBHOTO NKWKA Ha XpomMaTorpamme
CTaHA3PTHOrO PacTeopa.
PactBopeHue I Xill, Yd-cnexmodoromerpus
Or 22 a0 42 % CyHyNs-HCT {(metdopmuna ruapoxiopuaa) 34%
vepes 1u,
0749 po 69 % CsHuNs*HCl (merdopmuna rMADOXAOPKAR) 58%
Yepes 3y,
He metiee 85 % CeHyrNsHC] {meTdopmuHa ruapoxnopuaa) 97.%
Yepes 10v.
PoacTteenHble npumecH BIMX
MerdopmiHa npumecs A— He Gonee 0,02 %4 0,002%
EaHI4HAA HenaeHMdMUMPOBaHHER NprMecs —He Gonee 01% He obHapyseno
Cymma npumecedi —He Gonee 0,6.%. 0,002 %
OaH0poAHOCTS A03MPOBAHKA [ Xlll, cnocab 2, ecosoif
AV £15%. 1,5%
KoauwvyecrsexHoe onpeaeneHue BIH{X
01900,0 mr 40 1200,0 mr CoHpNs-HC {meTdopmuHa 988,1 mr
rngpoxnopugals vaGneme.
MukpoGuonoriueckas yucrora ['® Xill, Kareropua 34
O6wwee uucao aspobsix
MMKDOOPraHMsmMoB B 1T, He Goaee 1000 KOE; <10
O6iiee 4nca0 APOHKKEBLIX 1
naecHeBbiX rpuboe B 1 F; He Gonee 100 KOE; <10
Escherichiacolip1r. OTCyTCTBHE. Otcyrerayer
YnaxoeKka Mo 3, 5, 10 vabnetok 8 KOHTYPHYIO AuefiKoBYIO ynakoeKy w3 | Mo 60 TaBaetor B OaHve  u3
NASHRKM  NOAMBUHWMAXAOPUAHOK W osbrM 3 HMUHMEBON noAusTMAeHTepedTanaTa ana
REYATHON AAKKPOBAHHDH. MEHAPCTBEHHLIX  CPEACTB,  YKYNOPeHHoit
Mo 10, 20, 30, 40, 50, 60, 90, 100 wau 120 Tabnerox B Bankk | Kpsitkol w2 NoNUaTUARHA C© KOHTpOaem
43 NoauaThAeKTepedTanaTa ANA ASKAPCTEEHHLIX CPEACTE MM NEPBOTNO BCKPBITUA,
MOAWNPOTIMAGHOBLIE  OAA  NEKApCIBEHHBIX  cpeacTs, CeofogHoe  npocpadeTso 8 Gawke
YKYNOPEHHBIE  KPLIIKAMW M3 MDAMSTMAEHE  BhICOKOrG F2MOAHEHO BaToN -MEAHLMHCKOM
ABBNEHNT C KOHTPOAEM NEPBOrO BLKPLITMA, MAM HELIWKAMK | rarpocKonMyeckoi,
ROAYNPONHABHOBEIMK C CUCTEMOL “HaMmaTL-NoBepHyTL» UAn | Ha Ganxy HaKneeHa 3TMKETHA
KPALILIKaMM 113 NOAMITHAEHA HU3KOTO A3BABHUA C KOHTPOTEM CaMOKEALLAACH,
Nepsoro BeKPLITHA, Oawa Gahka Bsmecre ¢ uHCTpyRUMeld no
CeofogHoe npocTpaHcrBo B GaMHe  3anosMateT BaTOii | MPUMEHeHM nomeleHa B HAPTOHHYIO
MEAVLVHCKOR rMrpockonuieckoi. ynakoBsKy (naqky).
Ha Gahky Haknensalor sTureTsy CAIMORNEAWYIOLA,
Oany Ganuy waum 1, 2, 3, 6 9 10 um 12 KOHTYPHbIX
AYEliKOBbIX YMaKoBOK BMECTE C MHCTPYRUMER Mo npuMeHenuo
NGMEWIOT B KBPTOHHYIO yNaKoBKy {mayky).
Mapkuposra Ha KoHTYpHO# AvelikoBol ynakoske {6aucrepe) yrasmisaror | Ha surerre Gankm YAa3aHo: Toprosoe

HaUMEHOBaMHUE NEKAPCTEEHHOIO npenapata

MemayHapoaHoe HenaTeHToBaMHoe HauMeHOBaHWe, ( U MemAyHapoAHOE  HENaTEHTORZHHOE
fIRKApCTBeHHYic  Qopmy,  403MpoBKY,  HAMMEHOBaHWE HaMMEHOBalke, NeKapcyBeHHas  ¢opma,
AepmwaTtenn perucTpayuoHHorD YAOCTORRpEHMA M | A03MPOBKA, KosMWecTeo TabneTok & GaHke,
HauMeHOBaHME TIPCUSBOANTENR AEKAPCTEEHHOrO npenapary, | <nocob  npumMeRedwus: «0AR  npuema
Odopmieno: mpkeHen no cenudmcanmu Renoma 11 O Mmnrrnens 1w




@@ MecTo Haxougenua: 000 «O3oun, Poceus, 445351 Camapcran o6, r. Muryneack, yn. Mecouwan, . 11

@ OZO N Mecra ocywecraneHua nuLeHIupyemolt AeaTenbkocTi: 000 «O30Hy, Poctus,
oapvaussies  [MApocTpourenedi, A, 6; Camapckan o6, r.o. HMurynescy, r. urynesck, yn.

r.0. Hurynesck, r. Murynescy, ya. lvapocrpoumensii, #. 6 ¢1p. 2; Camapcran o6, r.o. Muryaesck, r, Hurynescy, ya.

445351 Camapcran oba.; r. 0. Muryneeck, r. Murynesck, ya.
MMapoctpoutenedi, 4.6, crp, 1; Camapckan o6,

Mppoctpourenedi, . 6A; Camapckas oba,, r.o. HWurynesck, r. Murynesck, yn. MapocTposmened, g, 6A, crp. 1; Camapckas
oba., r.o. ¥uryneacx, r, Hurynesck, yn. MwapocrpouTensdi, . 2 Ten/darc (34862) 3-41-09
finuenaua MuHucrepersa flpomblluneHHOCT Y Toprosan PO Ne 00072-71C

ROMEp cepuut (BKAKOYBIOWMA MECAL M rog, nponasoAacTea),
AaTy MCTeYEHNA CPOKA rOQHOCTH (MECAY, U rog).

Ha stuketke 6aHKKM YMa3LIBAlOT TOPFOBOE HaMMEHOBIHME
NerapcTaEHHOo npenapara u MeHIyHapoaHoe
HENATEHTOBAKHOE HaWUMEHOBAHUE, AEKAPCTBEHHYID dopmy,
AO3MPOBRY, KOAM4ECTBO Tabnetok & Badke, cnocob
npuMeHeRna: «[lna  npMemMa  BHYTPLY, HAUMEHOBaHKe
AepXaTtenn PErMCTPALUMOHHOMO YAOCTOBEpEHUA 7
HaUMEHOB3HWE NPOMIBOAMTENR NIEKAPCTBEHHOO Npenapara,
AIOFQTHI NPOKIBOAUTENA /UMK NIOFOTUN 33KA3YKKA, dapm-
Kop, Homep  cepuu  {BrmodalowmMiz  wecAy M rog
NPCKU3BOACTEA), AaTy MCTEMEHMA CRpoHa rogHocTY {rogeH do:
mecaly 1 rog).

Ha kaprowmoli ynakoeke (nadke) YKa3bIBAT  TOProsoe

HaMMEeHOBaHWE NEKApCTBEHHArs npenapaTa u
MEeHAOYHAR0AHOE HenaTeHToBaHHOe HaZMMEHOBANHME,
HaWMeHOoBaH1e Aepatenn PeMCTPaLMOHHOrQ
YAOCTOBEPEHMA M HAWMEHOBAHWE  NPOM3BOAMTEAR

JIGHApPCTBEHHOr®  npenapate,  aApec  MPOM3IBOAMTENA
AeKapcTeedHoro  npenapata  (cTpana, obnacts, ropoa),
3MERTPOKHMI  agpec w  caiiT npoussocaMTens, agpec
AEPHATENR  PErMCTPALUMOHHONO  YAOCTOBEPEHNA  (cTpana),
NeKIPCTBEHHYID GOPMY, [O3MPOBRY, KOAMMECTED TaSACTOK B
yaakomke, “HGOPMAUMIO © COCTABE  JEKAPCTBEHHOrD
npenapata (HauMeHoBaHWe AelicTBYIDWEro BewecTsa U ero
HOAMHECTO, nepeueHb BCNOMOTATENBHLIX BEWECTB), HOMep
cepuy (BKAloualowmi mMecas M rog npousBoAcTsa), Laty
UCTEHEHHA CPoKa FOAHOCTU [roAeH 40: MECAL K rOR), YCnosMA
XpaHeHns, cnocob npumeHenns: «flna npuema BHYTpb»,
YC/IOBUA OTNYCKA, HOMEP PErMCTRAUNOHHOIG YAOCTOBEPEHHUA,
AIOTOTHN NPOMBOAVTENA WM/WUAW NOrOTUN 3aKa3umka, GapM-
HOA, WTPKXOBOI KOA, ABYMEPHDIA LITPUXOBOR KOS ¢ NOAHON
AM HaCTUHOI pacumdpoBKOil MHGOpMaUmK, copepraelica
B ABYMEPHOM WTPUXOBOM Koge Ak Gea Hero, «Cmotpu
WHCTRYHRIPIIO DO NPUMEHEHUID {nucTor-sraagp)s, «He
NPUMEHATL MO MCYEYEHMN CPOKA FOAMOCTH®, «XpaHuTL B
HEAOCTYNHOM 418 peTeil mecres,

AonoskuTeAbHO  Ha  xapTOHHOM  ynaxoBke (nauke)
AyOnMpyeTcA Toprosoe HaumeHoRaHue w AD3UPOBKA ¢
ucnonbaoBaHuem Wpndta bpaiins.

BHYTDLY, HaWMEHOBaHWe  aepwaTenn
PErMCTPaLOHHOMD YAOCTOBEPEHUA 3]
H3UMEHOBaHWe npausBoAUTENS
NBKApCTBEHHOrO  npenapara,  AoroTMA
npouasoAuTenn  3axazuuka,  dapm-roa,
HOMEp cepi [BRNIoualowmil Mecaly 1 rog
MPOM3BOACTBA), JaTa MCTEMEHMA CROKa
rogHocTy {roAeH A0: metau 1 roa).

Ha xaprounoi ynakoeke (nauxe) YKa3aHo!
TOproBog HaWMEHOBIHWE NEeKapCTBeHHOO

npenapara u MEXAYHApoaHOe
HEMaTeHTOBaXHOE HZUMEHOBaNKE,
HaumeNosaHue Beparena
PeruCTPaUMORHOrO  yAOCTOBEpEHMA U
HaUMEHOBAHKE Npou3BOaUTEns
AEKAPCTBEHHOrO npenapara, agpec

NPOMSBOANTENA NIEKIPCTEEHHOTO Npenapata
{cTpaMa, obnacts, ropog), NeKTPOWMBI
8ApeC M C3AT NPOM3BOAMTEAR, aapec
Aepsarens PerHcTpauUoORHOrD
yAoctoeeperna  (c1paHa), NekapcTBeHHan
dopma, ao3mpoBKa, KoAMvecTBO TabneToK B
ynaxoeke, wvHbopMauMs o cocrase
JleKapCTBeHHOTO Npenapata (HaumeHoBaHKue
BeiCTBYIONEro BeWEeCTsa ¥ ero KONMYECTBO,
nepeyeHb  BCRUMOraTeAbHbIX  Bewecrs),
HOMED CepiM {BRIIDNIOWMA MeCaL U rog,
NPoM3BOACTBA), AaTa  MCTEYEHMA CPOKa
roaxocv (roaeH A0: Meca, M roa), YeaoBus
¥paHeHuA, cnocob npumeHeHua;  «fam
npuema BHYTDLY, YCAOBUA OTNYCKE, HOMEp
PErvCTPAUMOHHOTO YOOCTOBEPEHMA, AOTOTMN
npouasoguTenn, $aApM-KOL, LITPKXOBOI
Koa, AsymepHbd unMpuxosoil koA ©
HaCTHYHOA  pacwudposkoil  uRrpopmaLmm,
COAEPHAWEACA B ABYMEPHOM WTPUXCEOM
Koae, «CrMoTpu UHCTPYKLUMIO no
NPUMEHEHHIO  (AucToR-BKAagbuu)», «He
MTPUMEHATL NO UCTEYEHNYW CPOKA FOAHOCTHY,
«XpaHUTL B HEAOCTYNHOM AfA  AeTeid
mecTen,

AONONHATENLHD MR KAPTOHHOW yriaxoBke
{nayke) npoAybAMpoaaHb Toprosoe
HaumeHoeaHue M AC3nuposKa [
nenoAbaosaHuem Wpugra Epaiina.

CpoK rogHocti

3roaa

[ogeH po: 05/2024

XpaHeHue

Mpu Temneparype He Boiwe 25°C,

SaKnioueHMe!  CoOTBETCTBYET/He COOTBETCTBYET TpebosaHuam /IN-005288-140119, Uam.Nol

" {neobxopvmoe noguepkHyTy)

Havanuhmnk OKK

Odonmieto: uipkered no cenmihukatmm Remnna 1 O

~__ [Kupuauna 1.0,

Ran gokymetos

KOHTROR LaverYea

Mravumna: 3 13 7



«CBefeHna o BBOAE B rpaxaaHCcKuil obopoT B Poccuiickoin denepaumu NeKapCcTBeHHbIX
DEAEPAALHAS CAYEA 10 HAAZOPY Al AS B rpaxp b Aepau P

B COEPE ZAPABOCXPAHEHMA

CPeAcTs rno cocToAHMIo Ha 07.09.2021 19:49»

Jara eHecennn s Opranmsais, Honep Homep, gata
IIpoussoautens Coexennsn o cramusx Hopmatnenas BLIOYCTHBINAA B vep,
AHC Toprosoe nastmenosaune Ctpana . CepHH, Pa3peurcHHa
{BvImycKatoInuii KoHTpo) TIPOHIBOLCTEA JOKYMEHTInus TPRAAANCK NI
Pocanpasmamopa oGopor napTHH ua HIIH
reGreren notpunss | O0eeTI0c orpunmenon s "
’ . OTEETCTREHHOCTEIO
20.07.2021 MMMN”MM&EM.@Q:MHMW: Hayuno-nponasoycTeennoe Poccus Wmﬂmﬁﬁ%“ Mu.whwnn“wmﬁﬂv: JITT-001724-090321 muamu mm_wmb AP 4040621
uetikosme nowrypre. | TPCMIEHIC "QapuBHLIAP" (000 HITO “ds MBHIIAP)
SHKOBLIE KO (00O HIIO "®apMBHIIAPY) P :
(4), nauky KapTonnmie/ ~ Poccna
Mertpopaun Jonr;
Muwﬂnﬁ N 5 “ O8mecTRo ¢ orparuyennoi O6uecTBo ¢ orpanmennot JITI-005283-140119;
02.07.2021 PoIoHTHpO ; OTBETCTBEHHOCTRID "Qson" Poceus OTBCTCTESHHOCTHI0 "O30H" (000 | Ham. Nel 000 O3on 040621
BrcBOOOXAetuem 1000 mr
(000 "Ozou™ "Q30H"), PoccHs JIIT-005288-140119
60 mrt., Gankw (1), nauxkn
KapToHHBief ~




