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MecTo Haxomperina: 000 «O30r», Poccus, 445351 Camapckas 06, r. urynesck, ya. Mecounas, 4. 11
Mecra ocyuecTsne s AMUEHIUPYEMOI AesTeAsHOCTH: Q00 «Q30», Poccus, 445351 Camapcekan obn., r. 0. Muryaesck, r. Murynesc, Y.
FgpocTpouteneh, 4. 6; Ten. +79874589591, +79874599992, (84862) 280-00, daxc (84862) 341-09;

Nuensus MuHuctepcerea NpombiluaeHHacT U Toprosau PS N2 00072-/1C

CepTuduKat kavyecTsa cepuu Ne 2846 ot 27.03.2024

MetdopmuH JloHr, TabneTku ¢ nponoHrMpoBaHHbIM BbicBOGOXKAeHMem 750 mr

Homep cepuu
Jarta Hayana npoussoacTea
Konunyecrso

AHaAu13 BbINO/NHEH MO HOPMATHBHOMY DOKYMEHTY

TORTOBOE HIUNMEHOSANME NEKAPETEEHHOND MPEM2RaTa, NeKAPCTBRHHAA $OPNMA, A0IHROBKE

PerucrpauuoHHoe yaoctosepenue JIM-005288

070324
03.03.2024

4282 ynakoeok
JIN-005288-040322, uam.Nel

HavmeHoBaHWe nokasatens

MeToa KOHTRO/IR
HopmaTtusHoe 3Ha4eHue

PesynbtaT KoHTpOAA

Onucanne

OprasonenTuyeckumi

OsanbHble ABOAKOBLIMYK/bIE TabneTku Genoro uau
nouth Benoro UBeTa ¢ pPUCKOW C ORHOM CTOPOHSI,
npakThyecky 6e3 3anaxa.

OBansHbie 4BOAKOBEINYKALIE TabneTky
6enoro LBeTa ¢ pUCKol C OHOMN CTOPOHBI,
npaxkTHyecku 6e3 3anaxa.

NoanUHHOCTS

BIMX

Bpema  yaepwuBaHWA  OCHOBHOTD  nWKa  Ha
XpOMaTOrpamme UCbITYEMOro pacTeopa,
NPUrOTOBASHHOID ana KG/IMYECTBEHHOMO
ONpeaenienmn, [HONAMHG COOTBETCTBOBETo BPEMEHM
YOEDWUBAHMA OCHOBHOFO MUK H3 XPOMATOrpamme
CTakpapTHOrO PacTBopa.

CootBeTcTByeT

Pacrsopenuve

[® PO, VO-cnekTpodoTomeTpus

0122 ge 42 % CaH1Ns-HCl (merdopmuna

ruapoxnopuag) yepes 1u.

OT 49 10 69 % CaHiNs-HC (meTdopmuna
TMapoxnacpupa) 4epes 34,

He meree 85 % CaHuNs-HCl (methopmuna
ruapoxaocpuaa) vepes 10y,

37%

60 %

93 %

PoacrsexHbie npumecy

BIMX
Metdopmuna npumecs A — He Gonee 0,02 %;
EQMHWYHER HeuZeHTMOULMPOBaHHAA NpUMECs — He

| Goaee 0,1 %;

Cymma npumeceis — ve bonee 0,6 %.

0,002 %

0,05 %
0,05 %

OAHODOAHOCTb AO3UpeBaHua

® PP, cnoceb 2
AV £ 15%.

38%

KonnyecrserHoe onpeggneHue

BIXX
Ot 675,0 mr ao 825,0 mr CyHi:Ns HCl {(metdopmuna
TAAPOXNOPUAR), CYMTAR Ha CPEARIOIO MacCy TaBNETKM,

785,4 mr

Mukpobuonoruseckas yucrota

Obwee yncno aspobibix
MWKPOOpPTraHuamos 8 1 r;

OBlee YMCNO APOHKIKEBBIX Y N/1IBCHEBBIX

[® PO, Kateroowsa 3A

He 6onee 1-10° KOE/ r/mn;

Meree 1-10°KOE

NNEHKM
NONMBUHUAXNOPUAHON/MONUBUHMANGEHXNOPULHOMR
¥ GONLTY 2MOMUHHAEBON NeYaTHOM NaKMPOBaHHON,
Winm no 3, 5, 10 Tabnetok 8 KOHTYPHYIO AYelKkosyo
YMaKoBKY W3 Matepuana KoMBUMHWPOBAHHOrO Ha
ocHoBe GonLrm (Tpexcnoinsii marepwan,
BRAKMAOIWIMI  aNOMUAKERYID  GOABIY, MAHKY M3
OPUEHTUPOBAKHOrO nonuammnga,
MOAUBUHUAXTOPHAHYIO nAekHKy) U honsri
aNoMUHNEBOI NeYaTHOMN IaKMPOBaHHOM.

Waw no 10, 20, 30, 40, 50, 60, 90, 100 wam 120
TabneTok B8 Banky u3 noavsTunesTepedranata wau
BaHRY NONMNPONUNEHOBYID, YKYNOPEHHYK KPbILIKO#M
M3 MO/IMSTH/IRHA BHICOKOTO AAB/IHWA C KOHTDONEM
nepsoro BCKPbLITUSA wunu KPEILKOM
NCANPONUACHOBOM c cucTemom CHEH3Tb-
NOBEPHYTLY, MM KPBIWKOW M3 NOAWSTUNEHE HUSKOD
ABBNEHUA C KOMTPO/IEM TEPBOIG BCKPBLITUA,

| fonyckaeTéa cso60A4HOE MPOCTPAHCTBO & Bake

rpuboe s lr; He 6anee 1:10% KOE/ r/mn; Meree 1-10'K0OE

Escherichiacolis 1. OTCYTCTBME B 1 r/MmnA. OTcyTerByer

Ynaxoeka Mo 3, 5, 10 Tabaeroxk B KOHTYRHYO sdvaitkosyio | Mo 60  Tabnerox B BzHke u3
YNAKOBKY M3 MABHKW NOAMBMHUAXNOPUAKOH, auBo | nosustunerTepedranara, YHYMOPeHHbIa

KPBIWKOW NOAUNPONUABHOBOW C CcucTemoN
«HAMaATL-NOBEPHYTE.

CaobogHoe NREOCTPEHCTEO B bakike
38MoNHeHO 8aToM MEAMLMHCKOM
FUrPOCKONMUYECKON.

Ha BanKy HakneeHa ITHKETKS
CamoKesLanca.

Oppa BaHka BMECTE © MHCTPYKUWER o
MEQALMHCKOMY — MPUMEHEHWIO  (AMCTOK-
BKNGALIL) NOMEILEHE B KAPTOHHYIO Nauky.

Odopmneno: Cinsp A.B.

Crpanuua: 1 i3 2




Wy

L MecTo HaxomasHur: 000 «O30my, Poceus, 445351 Camapckan 06a., r. Wurynesck, ya. Mecouras, 4, 11
Qt" OZO N MecTa OCyLLeCTBNSHIA NMLEHIUPYEMON ABATENLHOCTU! 000 «O30#H», Poccus, 445351 Camapckan 06/, 1. 0. HUrynesck, r. Jurynesck, yn.

CAPMALEETVAA

TnapocTpouTensi, 4. 6; Ten. 479874595381, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Muyenzns MinnncrepcTea MpombILAGHHOCTY U Toprosau P® Ne 00072-/1C

3aM0/HATE BATOM MEAMUMHCKOM,

Ha BaHKy HaK/IEMBAIOT STUKETRY CAMOKREALLYIOCA.

1, 2, 3, 6, 9, 10 nam 12 KOHTYPHbIX AYEMROBBIX
VMaKOBOK WM OAHY BaHKy BMECTe C UHCTPYRLMEN no
MEAULMECKOMY —NPUMEHSHNIO  (MCTOK-BKNAABIL)
NOMELLAIOT B KAPTOHHYIO NaYRY.

Mapruposka

Ha KoHTypHol sdeiikosoit ynakoske (6smctepe)
YKa3bIBAIOT TOprosoe HaumeHoBaHMe
NeKapCTBEHHOTG Mpenapata W MExAyHapoaHoe
HEMaTeHTORAHHOE HaUMEHOBaHUE, NEKIPCTBEHHYH
GOpMy, AO3MPOBKY, HaWMEHOBaHWE AepwaTena
PEFUCTPALMOHHOTO YA0CTOBEPEHIA M HAUMEHOBAHUE
NPOM3BOAMTENA NEKADCTBEHHOTO Npenapata, Homep
cepuu (BKAKOMAKOWMI MECAL Y rof NPOV3BOACTEA),
[Ty MCTEYSHMA CPOKA FOAHOCTH (Mecsl v rog).

Ha stmxetke  GaHKW  YKa3blBAKT  Toprosoe
HaWMEHOBaHUE  JIEKapCTBEHHOrO  fpenapara M
MEXAYHAPOAHOE HENATEHTOBAHHOR HAWMEHOB3HKE,
neKkapcrseHHyilo  ©opmMy, A03MPOEKY, KOAMYECTso
Tabnetok B bakke, cnocob npumenesua: «aA
npuemMa  BHYTPL»,  HAMMEHOBEHME  [AepMaTens
PETUCTPALMOKHOrO YAOCTOBEPEHNA U HAUMEHOBaHNE
NPOV3BOAUTENA GKAPCTESHHArO NpenapaTa, AoroTvn
Npou3BOAUTENR, bapm-kog, Homep cepum
(BrAKHAOWMI MECALL M rof MPOMBBOACTBA), AaTy
MCTEYEHIMSA CPOKA rOAHOCTY (FOABH A0: MECALL W ro4).
Ha KapTOHHOM ynakoske (Nayxe) ykasbiBaIOT TOProsoe

HaumeHoBaHWe  NEKAPCTBEHHOro npenapara n
MeXAYHApOAHOE HEenaTeHTOBaHHoE HaumeHogaHue,
HauvieHosaHue LEpXKaTend PETUCTPaELMOHHOTO

VAOCTOBEPEHUA W HaWMEHOBaHWE NpPOM3BOAMTENA
/IeKapCTBeHHOr0 Mpenapara, afpec npoussoanTens
/IeKapCETBEHHOrO npenapata (cTpawa, 06/acTh, ropoa),
3NEKTROHHLIA aAPec W CaiT NpPoussoAWTeNs, afpec
[epKaTens  PerucTPaLMOHHOrO - YA0CTOBEPEeHUA
(ctpana), AekapcTEeHHYIO  Gopmy,  AD3MPOBKY,
KOMMYECTEO TaBNeTOK B YMaKoBHe, MHGOpMaLMo 0
COCTABE /IeKapCTBERHOTO npenapaTa (HauMeHOoBaHUE
AECTBYIOWErD  BelecTéa W ero  KoAMHecTso,
nepeyerb BCNOMOraTE/IbHbIX BELLECTS), HOMED Cepyu
(BRAIOHZOWMA MecAL, U TOA4 npovW3s0AcT8a), AaTy
UCTEYEHWA CPOKA FOAHOCTM (roder J0: MECAL M FoA),

ycnoBWs xpaHenus, cnocoB npumedenuwa:  «[ns
npuema  BHYTpb», YCNOBMA  OTAYCKa, HOmep
PETMCTPAUMOHHOTO YAOCTOBEPEHUS, noroTin
NpOMSEOAMTENA,  GADM-KO4,  WTPUXOBOW  KO4,

[BYMEPHSBII WTPUXOBA# KOA C NOAHOM MW YaCTUUHON
paclumbpoBKOi  MHOOPMBLLMH, copepwawienca 8
ZABYMEpHOM WTpUXoBoM Koge unu Ges Hero, «CmoTpu
WHCTDYKUMID MO MEAMLMHCKOMY  MPUMEHEHWIO
(AvcToK-BKNagpIL)», ¥He NPAMEHATs N MCTEYEHWM
cpoKa roAHOCTM®, «XpaHWTb B HEAOCTYNHOM A/18
LETE mecTen.

[OnoAHMTENBHO HA KapTOHMHOM ynakoske (nauke)
AyBMPYETCA TOProBoe HaWMEHOBAHWE U A03MPORKA
¢ vcnosb3osanvrem wpwudta Bpaian.

Ha aTmkeTke BadKM YyKa3laHOo: TOprosoe
HaVMEHOBAHWE NEKaPCTBEHHOrO Npenapata
MeKayHapoaHoe HENaTeHTOBaHHO.
HauMeHoBaKMue, nerapcTeenHas  dopma,
[03MPOBKA, KoAWuecTso Tabnetor B BaHke,
cnocod npumeHeHua: «ins npuema BHyTPLY,

HauMEHOBaHNe AEpwaTens
PETMCTPALMOHHOID YAOCTOBEPEHUs u
HaMmEHOBaHne NPOK380AUTENS
JIEK2PCTBEHHOTO npenaparz, nororun

npouzBoAMTENA, $EPM-KO4, HOMEpD Cepwi
(BKNIOYIOWMIA MECALL 1 rog, NPOM3BOACTBa),
[aTa WCTEeYeHMA CPOKa rogHocTh (reaed go:
MECALL W rog,).

Ha KapTOHHOW ynaxoBke (Ma4ke) yka3aWo:
TOProBOE H3UMEHOBaHWE /IEKaPCTBEHHOND

npenapara " MeAYHapoAHoe
HeraTeHTOBaHHOS HaumeHoBakH1e,
HaMMeHoBaHue LnepwaTens
PEruCTRALMOHHOTO YAOCTOBEREHUA “
HaumeHoBaHKue NPOUZBOAUTRAR
NEKapCTBEHHOTO npenapara, appec

NpOV3BOAMTENA NIeKapCTBEHHOrO npenapara
(ctpama, obnacts, TOPOA), 3NEKTPOKHRIA
agpec W CaWT npou3BOAMTENsA, ajpec
aepwarens PErNCTPEUUOHHOID
yAOCTOBEpeHMA  (CTpana), JIeKapcTBeHHaA
GopMa, A03UpOBKa, KoAMuecTso TabneTox B
YMaKoBKe, uHbopMaLUA o} cocrase
JIeKapCTBEHHOrO nNpenapata (HanmeHoBaHve
AECTBYIOWErD BELECTsa M ero Ko/u4ecTso,
nepeyeHb  BCMOMOraTesbHbiX — BELLECTB),
HoMmep cepuu (BKAOHBIOWMA MECAL W To4
NpOW3BOACTBA), MaTa MWCTeMeHMA  CPOKa
FOAHOCTY (rogeH A0: Mecsu, W rof), YCN0BMR
xpaHenmn, cnocob npumenenun:  «[na
npuema BHYTPb», YCAOBWA OTNYCKA, HOMEP
PErMCcTPaLMOHHOrO YO0CTOBEDEHMUS, NOTOTUN
NPOM3BOAUTENS, HAPM-KOA, WTPUXOBOW KOZ,
[BYMEpHBIA WTPMXOBOM KOZ C YaCTU4HOM
paciudposKoi mHbopmaumy,
COAGPMALLENCA B ABYMEDHOM WITPUXOBOM
KO4g, «CmoTpu VHCTRYKUUIO no
MELMUMHCKOMY — NpUMEHeHMio  (AKMcTok-
BKAaAbIL)», «He NPUMEHATL MO UCTENEHWUU
CPOKE rOAHOCTMY®, «XP3HWUTE B HEAOCTYMHOM
ANA feTer macren.

[OnoAHUTeNbHO HE KapTOHHOM yNaKoske
(nauke) npoaybnuposaHbi TOprosoe
HavmeHoBaHue W [031paBKa [

Cpox rogHocTH

3ropa

Mcnons3oBaHuem Wwpudra.bpanns.
‘A'J . t LY

XpaHneHue

Mpw Temnepatype He sbiwe 25°C,

Fonew ao: 02/2027

3aknoueHne:

(HeobXoaMMOE NCAYEPRHYTD)

Odopmneno: Crnap A.B.

Hauansduk OKK:

cooTseTcTBYeT/ He cooTBeTcTeyeT Tpebosanuam J1N-005288-040322, sm.Nel:

%«/ /Kupunmua N1.9.
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