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TNuyensus Munucrepersa MpombiwnedHocT v Toprosaun P& Ne 1012-00102-77/00010730

Ceptudukar kauectsa cepuu Ne 7932 ot 30.07.2024

Metdopmun Jlowr, TabneTku ¢ NPONOHrMpoBaHHbIM BbicBoBoxaeHem 750 mr

Homep cepun
[aTta Havyana nponssogcTsa
Konuvectso

AHa/13 BEINO/HEH N0 HOPMATUBHOMY SOKYMEHTY

ToDprosge

nexapc

Qre NPpeanspaTe, ASKIPCTERHHAR MDMI, AQInpesxa

PeructpaumoHHoe yaocrosepeHue SIMN-005288

170724
09.07.2024

4738 ynakosok
JIN-005288-040322, uam.Nel

HaumeHosalue nokazarens

MeToa koHTpONA
HopmaTuBrOe 3Ha4eHke

PesynbTaT KOHTPONA

Onucanme

OpraHonenTu4eckui
OBassrble OBOAKOBBINYKAbIE Tabaetkm Benoro wam

nouty Benoro uBETa C PUCKOM C OZHOM CTOPOHLI,
npaxkTMYeckn Hes 3anaxa.

OBanbHbBIE GBORKOBLINYKbIE T2BARTKM
Benoro LUBETa C PUCKOM C 0GHOW CTOPOHDI,
npakTuyecky 6es 3anaxa.

MNoanvkHOCTE

BIHX

Bpema  yaep»uBaHMA  OCHOBHOrO
Xpomarorpamme MCIBITYEMOrG pacTsopa,
MPUTGTOBNEHHOID ana KONMYECTBEHHOTD
onpefengHus, A0AKHO COOTBETCTBOBATh BPEMEHM
YOEPHUBAHWA OCHOBHOTO NWKa Ha Xpomarorpamme
CTaHAAPTHOrO pacTeopa.

NUKa Ha

CooTtsetcrayer

PacteopeHrue

[® PO, YO-cnektpodboTomerpus

0722 go 42 % C4H1NeHCl (metdopmura
rMapoxnopmuaz) yepea 1y,

07143 po 68 % CsH1iNs-HCl (MeThopmuna
rMapoxnopuaa) depes 3 u.

He menee 85 % CaHi:Ns-HCI (meTdopmuna
rugpoxnopuaa) yepes 10y,

28 %

54 %

96 %

PoacTeeHsbIE NpuMecy

B3HX

Metdopmuta npumecs A —He Gonee 0,02 %;

EfvHMUHEA HeuaeHTUDKULMPOBaKHEA MPUMECE — He
bonee 0,1 %;

Cymma npumeceit — He Bonee 0,6 %.

He obHapyxeHo

OAHOPOAHOCTE f03UPOBaHUA

[P P, cnocob 2

AV £ 15%. 2,4 %
KenudectseHHoe onpeseneHre BIXKX
Ot 675,0 mr go 825,0 mr CaHaNe-HCl (MeTdopmuna 730.4 mr

rAAPOXN0PUAE), CHUTAR Ha CPEAHICIO Maccy TabaeTku,

Mukpobuonoruseckas yncrora

Obuiee 4mcno aapobHblx
MUKpoopraHuamos 8 1 r;

OBuiee YUCA0 APOKKEBIX W NNECHEBbIX

D PP, Katerapus 3A

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

Menee 1-10'KQE

rpuboe s 1r; ne 6onee 1-10% KCE/ r/mn; Metee 1-10*°KOE
Escherichia colis 1r. otcyterBue 8 1 r/ma. ) OTcyrereyer
Ynakoeka Mo 3, 5, 10 7vabnetok B KOHMTYpPHYK sueiixosyw | Mo 60  Tabnetor B BaHke n3

YMZKOBKY M3 MAGHKW MOAUBUHMAXAOPUAHOW, nubo
NASHKM
NOAMBUHUAXNOPUAHON/NOAMBUHNAMAEHXNODUIHOM
M QOALIY BNOMUHUEBON NEYTHON NZKMPOBAHHOM.
Wnu no 3, 5, 10 Tabnetok 8 KOHTYPHYIO AYEWKOBYIO
YN3KOBKY W3 Matepuana KOMBWUHUPOBEHHOTO Ha

ocHose donabri (TpexcnoiHbIH maTepuan,
BKMIOHAOWMA  aNiOMUHIMEBYIO GONbry, MNGHKY U3
OPHEHTUPOBAHHOTO noAvamuaa,
NONUBUHUNXNOPUGHYIO MAeHKY) u donbrn

ANOMUHUEBOH NEYMATHON NaKMPOBAKHOM.

Mau no 10, 20, 30, 40, 50, 60, 90, 100 unm 120
Tabnetok B Bakky Mz noavaTMaeHTepedTanaTa UAM
6aKKY MOAMNPONUNBHOBYIO, YKYNOPEHHYIO KPbILIKOM
W3 MOAWSTU/IEHZ BLICOKOrO LABNEHMA C KOHTPOAEM
nepsoro BCKPBITUA wm KPBILLKO#H
NONUAPONUAEHOBOH c cUcTeEMoin «HamaTh-
NOBEPHYTL?, UKW KPBILWKOW M3 NO/IMITUABHE HUIKOrO
[A@BNEHWA C KOHTPOEM NEPBOTD BCKPbITUA,
BonycraeTca cBoB0AHOE MPOCTPaHCTBO B BaHke

nonuaTHnesTepedTanata, YKYNOpeHHbIe
KPBILKOW MNONMNPONMIGHOBON € CUCTEMOM
«HAMRTE-NIOBEPHYTLY.

CBobofHOE  MPOCTPaHCTBO B8  Bakke
32NONHEHD BaTOMN MeANLMHCKOIA
FUTPOCKOMMYECKONA.

Ha Bamnky HakneeHa 3ITUKETKA
CaMOKNEALAACH,

Oaxa bBawka Bmecte C© WMHCTpyKUMel no
MEAWLMHCKOMY — NpuMeseHnid  (AvcTox-

BK/I3AbIL) MOMELLEHE B KADTOHHYIO NALKY.

Odopmnerc: Benosa H.C.

Crpanuna: | n3 2
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33MOAHATE BATON MEAMLMHCKON.

Ha BaHRy HaKNeUBAKOT ITUKETKY CaMOKNEALLYIOCA.

1, 2, 3, 6, 9, 10 wan 12 KOWTYpHbIX A4EHKOBbIX
YNaKoBOK MAW OAHY DHKY BMECTE C UHCTPYKUKEeA Mo
MEOMUMHCKOMY  MPUMEHEHWIO  (IMCTOR-BKA3ALIL)
NOMELUAIOT 8 KAPTOHHYIO M3YKY.

MapKupoBKa

Ha KOHTYypHOil suelikoBol yniakoBke (Baucrepe)
YKa3biBAKOT TOpraBoe HaWMEHOBaHWE
NEKapCTBEHHOro Mpenapata #  mexayHapoaHoe
HenaTeHTOBaHHOE HaWMEHOBaHWe, JIeKapCTBEHHYIO
dopmy, [JO3MPOBKY, HAWMEHOBaHWE JepKaTens
PErMCTPaLMOHHOTO YAOCTOBEPEHNUA 1 HaUMEHOBaHKe
NPOM3BOAUTENR NEKAPCTBEHHOrO Mpenapata, HOMEp
cepun (BKAOMAIOWMY MECAL, M rofA MPoM3BOACTBa),
AaTy UCTEYEHUA CPOKA rOAHOCTH (MECAL, 1 o).

Ha otukerke  BaHK¥  YKa3bIBAOT  TOProsoe
HauMeHoBaHMe  NIeKapCTBEHHOro  npemapata U
MEMKAYHEPOAHOE HENATEHTOBIHHOE HaMMEMOBaHUe,
NEeKapcTBEHHYO  GOopMy, [O03MPOBKY, KOAUYECTBO
tabnetok B Bakxe, cnocof npumenenua: «Jas
npvemMa  BHYTPLY, HaWMEHOBaHWE  AepxaTens
PerucTpaLMoHHOro YAOCTOBEPEHWA U HaUMeHOBaHNe
NpOU3BOAUTENS NEKAPCTBEKHOTO NpenapaTa, AoroT!n
NPOU3BOAUTENR, bapm-#oa, HoMep cepuu
(BknOvaOWMIA MECAL M TO4 NPOV3BOACTBA), AaTy
WCTEYEHMA CPOKa rOAHOCTY (FOASH AC: MECAL, M TOA).
Ha ®apToHHOM yNakoBKe (MavKe) yKa3blBaoT TOProsoe
HaMMEHOBaHWe  /NIeKapCTBeHHOro  npenapata  u
MEXAYHapOAHOe HEMaTeHTOBaHHOE HauMeHOoBaHue,
HaVMEHOBaHME  AEpMaTens  PerucTpaLMoHHOro
YEOCTOBEPEHMA M HAUMEHOBaHWE NpOUIBOAUTENS
leKapCTBRHHOMO Npenapara, afpec Npou3soAuTeNA
/IeKapCTBEHHOrO npenaparta (crpaxa, cbnacte, ropon),
SNEKTPOHHbLIA 3gpec W CalT NpoM3BOAUTENHA, BAPEC
ASPWETeNs  PErvCTPEUMOHHOIG  YAOCTOBEPEeHKA
(cTpana), fekapcTBeHHyw — dopmy,  BOSMPOBRY,
Konuyectso TabneTok B8 ynakoBke, UHPOpPMaUMIO O
COCTage fIEKAPCTBEHHOTO Npenapata (HaumeHosaHue
OelcTBYIOWEro  BELWecTBa W ero  KOAWYecTso,
nepeyeHb BCOMOraTenbHbiX BEILECTB), HOMEP CepUM
(BMOUAOLMI MBCAL W rog, Npou3soAcTsa), AaTy
UCTEYEHUA CPOKa TOBHOCTH (roaeH A0t MEecau, U roa),
yCNoBMA XpaHeHus, cnocob npumeHeHua: «Ona
npuMema  BHYTPb»,  YCNOBWA  OTNYCKa, HOMEP
DerMcTRALUOHHOI0 YAOCTOBEPEHUR, NOTOTHN
NPOW3BOAMTENR,  PApM-KOg,  LUTPUXOBOW  KoA,
[ABYMEPHbBIH WTPUXOBOA KOZ C MOJIHON MAKM YaCTUHHOK
paclMdPOBKONA MHPOPMALMK, Ccopepwalleiica &8
ABYMEPHOM WTPUXOBOM Koge uav Bes Hero, «CmMoTpy
MHCTPYKLUMIO MO MEAULIMHCKOMY — NPUMEHEHMIO
(macTok-BrNaasilw)», «He NpumeHaTs No UCTE4EHUW
COOKa TOAHOCTMY, «XpaHuTh B HeA0CTYMHOM ANnA
[ETER mecTen.

[lononHUTeNsHO Ha KAPTOHHOM ynakoske (nadke)
AyBAvpyeTcA TOProBOe HavMeHOoBaHWe W A03MPORKE
¢ ucnons3osanuem wpudTa Bpaitns.

Ha s3sTMKeTke BGaHKWM YKa3a3HO: TOProsoe
HaUMEHOBAHWUE NEeKZPCTBRHHOMO NPenapara u
MeWayHapoaHoe HEMNATEHTOBAHHOR
HaWMEHOBaHWe, NeKapcTeenHas  dopma,
[03UPOBKa, KonudecTso TabneTok s Baxke,
cnocob npumererus: «[AA NEUEME BHYTPLY,

HaWMEHOBRAHKE Aaepwarena
pericTpaunoHHOro YA0CToBEpEHKA W
HanmeHoBaHke npoussoaurens
NEKapCTBRHHOrC npenapata, AoroTun

npou3BOAUTENR, (ApM-KOZ, HOMEep Ccepuu
(BRNOYAIOLWMIA MECALL W rOg, NPOM3BOACTRE),
f4aTa MCT@YEHMWA CPOKa roAHOCTM (rogeH Aok
Mecal 1 roa),

Ha kaproHHOM ynakoske (nauke) ykasado:
TOPrOBOE HAMMEHOBaHME NEKapCTBeHHOIo

npenapata " MEMAYHAPOAHOR
HEMaTeHTOBaHHOE HaUMEHOBaHHWE,
HauMEHOBaHUE AepmaTens
PErMCTPALMOHHOTO yA0CTOBEpeHUA W
HaumeHosaHue npousBoAUTENS
NEKaPCTBEHHOTO npenapara, anpec

NPOM3BOAMTENA NEKBPCTBEHHOMD npenapara
[cTpaxa, o06nactb, ropom), 3NGKTPOHHbIW
agpec W calT npowssoguMTens, agpec
AEPHETEns pPerncTpaumnoHHoro
YOOCTOBEPEHMA  (CTpaHa), /JeKapcTseHHaA
bopma, L03UPOBKA, KONMMECTBA TabBieTok B8
ynaxosKke, nHOOpMaUmA o cocrase
NIRKAPCTBEHHOrO mpenapata (HaumeHoBaHuWe
LefCTBYKLWEro BeWecTsa U Ero KoAM4ecTso,
NepeyeHt  BCIOMOT3Te/bHbIX  BELUECTs),
HOMEp cepui (BKNOHAUIOWMI MECAL, ¥ rog,
NPOU3BOACTBA), [A3Ta MCTEHEHMA  CPOKa
rogHacTu (roger fo: mecal ¥ rog), ycrosus
xpaHeHnn, cnocab npumerenua:  «dna
NPUEMa BHYTPbY, YCAOBMA OTNYCKa, HOMEp
PETrWCTPALMOHHOTD YA0CTOSEPEHMA, NOToTUN
npouzBoauUTens, Gapm-Kog, LUTPUXOBOK Koa,
ASYMEPHbBIM LWITPUXOBOW KOA € YacTWHHOM

pacludpoBKoi WHGOPMELMH,
COASPMIENCH B ABYMEPHOM LUTPUXOBOM
Koae, «CmoTpK MNHCTPYKLUMIO no

MEAMLMHCKOMY — NPUMEHEHWIC  (UCTOK-
BKAaAbIL)», «He MPUMEHATL MO0 MCTEHSHMM
CPOKa rogHoCTMY, «XpaHuTe B HEeACCTYNHOM
ANA NETEN MECTe.

[ONOAHUTENBEHO Ha H3PTOHHOM  ynakosue
(nauxe) npoaybauposaHsl Toprosoe
HAMMEHOBZHME " LO3UPOBKA c
wcnonbioeaduem Wpudra bpaiina.

Cpok rogHecTY

3ropa

TogeH go: 06/2027

Xpaseérue

Npwv Temnepatype He Bbiwe 25°C.

3aknicuerHne:

Odpopmieno: Benosa H.C

cooTseTcrayeT/ He cootsetcTeyeT TpebosanHuam /1MN-005288-040322, M3m.Nol
(HeoBx0aNMOoE MOSUEPKHYTh)

HauansHuK OKK:

lr
[Kupununa N.9.
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