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Hata suinyeka: 2021-03-15
Hara pacnevarry: 2021-03-15
Crpanuua: 177

LEHTP KOHTPONA KAYECTBA
AD «AKPUXIH»

Ceprudukar ananmgs AK Ne: 520 9291

MNpoayxr: MOTPUH® TABNETKY 250 MI Ne1o
Uugenc: NPRX-0200-000
Ne cepu: 2022029

Coait roatocTy:

45.627 ThIC YAk
2021-03-09

Obvem cepuu;
Aara aranusa:

Pesynbrare UCObITaHMI
Haumenosanue NoKa3arvens TpeGoaaHus HOPMATHEHOR ADKYMaHTa UM

. | TaBneriw ceerno-senrore yeera ¢
"He3HaUUTE NkHLIMU BipaNneHUAMY,
MNOCKOUMNMHADUIECKUe, € thackor 1 puckon

Onwucanue

MNoanwirocrs 1 Ytb'-cnetq'pbl nornouwexus Pactsopos
npenapara u CO HanpokceHa B 0Bnagry oT
240 fo 350 HM AOMKHE UMeT MBKCUMYM bt
Y MEHUMY MBI NPY oaHUX U Tex Xe AnuHax

BOnt

MopnumHocTh 2 MAaTHo Ha XpoMarorpamme B npenapara
AONKHO COOTRETCTROBATL No AONOKEHUIO

NATHY Ha XPOMaTOMamme B CO Hanpokcena

Cragua |. He Mexee 75 o (Q) HanpokceHa
vepes 45 Mun

Pacreopenue 1

2024-02-01

Aara NPoM3soacrea:  2021-D2-03

PesyabTaty) UCNBITBHMS

Tabnetkn CBETNO-Kenroro
UBETA ¢ HEIHAYUTE IbHbIMY
BlpanneHusMy,
nnockoLMANHAPUYecKue, ¢
thacKol M puckor

ynb—cnemphi nornolieHus
Pacreopoe npenapara u
CO HanpoxceHa s obnactu
0T 240 go 350 HM UMEOT
MaKCUMyMEi Y MUHUMYMBI
MPW 0AHUX 1 Tex e
AnvHax sony

102 %

MatHoO Ha XpoMarorpamme
B npenapara
COOTRETCTBYRT np
MONOKEHWIO NATHY Ha
XpomMarorpamne 8 CO
HanpokceHa

PacreopeHue 2 Craaus I. He meHee Q=75% Hanpokecena

Hepes 45 muy

Pacrsopenue 3 | Cragun lil. He menee Q=75% HanpokceHa

Hepes 45 MuH

He npumerio:

He npumeHumo
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€Y akpuxum

Mot sabatmreng Pogee

LEHTP KOHTPONA KAYECTRA
AQ «AKPUXMH3

Aara seinycka; 2021-03-15
AaTa pacnevarku: 2021-03-15
Crpanuya; 217

CepTudukar ananusa AK Ne: 520 9291

Mpoayxr: MOTPUH® TABNETKA 250 Ml Ne10
Wnaexe: NPRX-0200-000 Cpox rogHocTy; 2024-02-01
Ne cepuu; 2022021

o

PeaynsTatsl ucnbira

Haumerosanue NOKasareng

OnHopogHocTs
£031poBaHMA 1 [%)

Tpebosanug HOPMaTHBHOM AOKYMEHTaLHM

Pesyavrarsl ucnbiranus

AV 10 egunuy < L1, L1=15,0 %

OnropogHocts
A031poBaHMUS 2 [%]

AV10 equHuy > L1, T0 AV 30 EAMHUL S L1 1
BCE 3HaueHUs Xj YAOBRETBOpAoT
HepaseHcTay IM-xl1<0,01-L2-M: roe L1=15,0
%, L2=250 9 f

MocToportue npumecy 1

MacTopornue n pumec 2

Obuiee uncno a3pobHbIx
MUKDOOPranuamMos [r]

Obwee wucno ACOXOKeahIX
Y nnecHesbix rpubon [r]

Escherichla coiig 1 r

He 6onee 1043 KOE Bir

—

1.8 %

He npumeHumo

Maban npumecs - ve Gonee 0,5 %

CymMmapHoe ConepxaHu1e npumecel - He
Gonee 2 %

He oBHapyweno

He o6Hapyweno

:

COOTBETGTByeT
TReGoBaHuAM

He Gonee 1042 KOE 5 1r

Orcyrersue s i r

Konuyecrsenmoe
onpenenetme [%)

Ynakoeka

Ot 95,0 % po 105,0 % or 3ananerHoro
KOnu4ecTsa HanpokceHa B Tabnerke (oT
237.5 mritabnerka ao 262,5 MriTabnerka)

CooTeercrayer
TpeBoBaHUAM

COOTBCTCTB)’&T
TpeboraHuAM

101.2%

Mo 10 Tabnerok s HOHTYPHOR AYeiikoso
YNaKoBke U3 NneHkw NORBUHUNXNOPUAHGIH
Y honsru aniomuHesof NeYaTHoi
NakupoBaHHo®i, 1, 2 unu 3 KOHTYDHbIE
AYEAKOBbIE ynaKosku BMecTe C UHCTpYKUWen
710 NpUMEHEeHMIO B Nauke ua KaproHa

Mo 10 Tabneraxk B
KOHTYPHOM AYedkoBoti
YNaKOBKe U3 nnexky
RonNnBUHUNXNOPUAHGL 1
hoNkru amoMuHverod

NeYaTHOM NakuposaHHol,

1 KeHTYPHaA AYelikosas
yrfakoska BMecre ¢
WHCTpykuKell o
NpUMeKReHUWIo B Mayke w3
KapToHa

i
'
I
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€ akpuxun

Moz 38éarmreng Nopnx

UEHT? KOHTPONA KAYECTBA

Aata Boinycka: 2021-03-15
Aara pacnevariu: 2021-03-15
Crpanuya; 377

AOD «AKPUXMH»

Ceptuduxar ananusa AK Ne: 520 9291

fpoayicr: MOTPWH® TABINETKIA 250 MI" Ne10
WHaekc: NPRX-0200-000
Ne cepuu: 2022021

Chok rogHocTu:

2024-02-01

PesynbraTh HCNbITAH KT

_—
Haumerosanue noxazartens Tpebosakua HOPMaTUBHON AoKYMeHT] UMM

—_—

Maprupopka 1

Ha nepsuunoi YNEKoBKE (KOHTYPHOL
AYEEKOBOR Ynakoske) Ha PYCCKOM A3blke
YKa3biBaIOT: Toprosge HauMeHoBaHue
npenapara, conporoxaaemoe
fipenynpeguTensHo MapKUpoBKow «®»,
MEXUYHAPOOHOE HenaTeHToBaHHog
HauMeHoBaKue, NeKapcTeeHHylo thopmy,
AD3MpOBKY, HoMep cepuy, AATY OKOHYaHUA
CPoka rogHocT, Mpumevakve: Bo3MoxHo
HaHeCeH e TexHuueckon VHEGOPMaL Y
(6ykaeHHO-UchpoBbiX winu rpachuyeckux
0603HaYeHMEs) ang UaeHTUhMKaumum
YNakosoqHoro Marepuana, Texxudeckan
UHOPMaLKA, a Takke MECTO €& HaHeceHus
MOrYT MEHATLCH B 33BUCMOCTY oT
WCNONb3yemore nevaTHoro u ¥YNakosoyHoto

o6opynosanun

Peaynbtarel ueawira)mi

Ha nepsuuron Yynakosxe
{KOHTYPHOI AuelKoBOH
Ynakoaxe) Ha pycckom
R3bIKE yKa3aHel: Toprosoe
HauMeHoBaHue
npenapara,
conpoaowgaemoe
npeaynpeaurensHosn

| M3pKUPOBKOW « @,
MexayHapoaHoe
HenaTeHToBaHHoe
HauMeHoBanye,
7leKapcTseHHan dhopma,
Ala3lposka, Homep cepuw,
AaTa OKOHYAHUA cpoka
rogHoCT .

|
{
|
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LY akpuxun
ks 7w 366N o gas Aara sbinyca; 2021-03-15
Hava pacneyaryu: 2021-03-15
UEKTP KOHTPONA KAYECTBA Crpanmya: 417
AQ «AKPUXMH»
Ceptudukar ananusa AK Ne: 520 9291

Mpoayxr: MOTRPUH® TASHETKM 250 M Ne1o
Wnnexe: NPRX-0200-000 Crok ronHocTy: 2024-02-01
Ne cepuu; 2022021

Hanmeuoaauue nokasateng

Mapkuponxa 2

PesynsraTy HCnblTanmii

Tpebosanug HODMBTUBHON AOKYMEHTAUMM

Ha sTopuynon ynaxoske (kapronHomi Navke),
MapkupoBaKHoi} cpeacTeamy
VaeHTUhUKaL MY, Ha PYCCkoM nabixe
YXa3bl83r0T: Toproroe HauMeHosaHue
fpenapara, ConpoBOXgaemMoe
npeaynpeauTensHod MaPKUPOBKOMA «®»,
MEXayHapoaHoe HenareHToBaHHOR
HauMeHoBaHue, TNEKAPETBEHHYIO thopmy,
RO3uposky, konuyecTso Tabnetok B
K8PTOHHOR navke, rpacbuyeckoe
u3o6pamenne Tabnerku, rpadinveckoe
n3obpaxeHue Henosexa, Hagnueu («12
H8CoB fefcTBuAn, «OKasmpaer
obeabonuaarciee y
NpoTUBOBOCNaNUTENLHDE AeiAcTeuen, «flpu
6anu v sacnaneruuy, «Cnaocob
NpUMeHerus: BHyTpb.»),
NPeaynpeauTensHele Magnuen («XpaHuts g
HEAOCTYNHOM anA getef Mecre.», «lepeg
NpyMeHeHueM npoyTure WHCTpykUUIO no
Menuuchxcmy MPUMEHEHUI.»), CocTas ¢
YHa3aHWeM Ha3BaHus u konudectea
AKTUBHOro BewlecTaa B 0aHok Tabnetke u
HA3BaHW BCNOMOraTe NbHplx BellecTs,
YCNOBWA xpaHeHus, yerosus oTnycxa

Pesynbrarar uenyiranms

Ha sTopuyhor ynakoske
(KapToHHaH natke),
MapKuposaHHo
CpeacTRaMU
aeHTUcbukaLm, Ka
PYCCKOM A3bike ykazaHs:
TOProBOE HauMeHoBaHue
npenapara,
conposoxaaemoe
npeaynpenuTensHoi
MapkupoBKol «@n,
MexayHaponHoe
HEI'IEITEHTOBaHHDE
HauMeHoBaHue,
JIekapcTeentan hopma,
AO3UP0BKa, KonudecTsa
Tabnerok g HADTOHHDOM
nNaske, rpadhmyeckoe
uiobpaxenye Tabnetku,
rpacbuyecioe
nsobpaxerune qyenoeeka,
Hagnueu («12 yacoe
AEACTBUAR, «OkaabiBaer
oﬁeaﬁonwaalomee %
NPOTUBOBOCNANUTENLHOE
AevcTaues, «Mpyu 6onu u

BocnaneHdum», «Criocob
NPUMEHEHUA: BHyTpb.»),
npeaynpeauTensKbie
Haanvicy («XpanuTh B
HEAOCTYNHOM anA peren
MecTe.», «[epeg,
TpuMeHeHwen npatrire
UHCTPYKUMIO No
MeULiUHCKOMy




BY arepurscasy

NeAn 320000% 5 & g dara Bbinycxa:
Aara Racneyatky;
LEHTP KOHTPONRA KAYECTBA Crpanuuya:

AOQ «AKPAXMUH»
Ceptudurar @Hanuza AK Ne: 520 9291

Npoayicr: MOTPUH® TABIMETKM 250 Mr Ne10o
HUuneke: NPRX:0200-000 Cpok rogrocTy: - 2024-02-01
Ne cepuu; 2022021

Peayiisraty) HENbITaH W

Tpebosanua HOpMaTUBH oA AOKYMEHTaUMWH

Haumerosanue noKaseTenn

OTnycka

Pesynsrary) WCNBITaH KA

(PUMEHRHWK.»), cocTas ¢
YKkazatvem HassaHua u
konuuecrsa axrusHoro
BelyecTsa b ogHow
TabneTke u Ha3Banui
BCnoMorarenbripix
BEWeCTB, ycnoaus
XpaHeHus, ycnosus

2021-03-15
2021-03-15
517




Y akpuxun

Tom 3ebararen o Mogmy

UEHTP KOKTPONA KAUECTBA

Aara swinyexa; 2021-03-15
Aata pacnevarky: 2021-03-15
Crpannya; 6/7

AO «AKPUXUH»

CepTudukar ananuza AK Ne: 520 9291

MNpoayr: MOTPUH® TABNETKY 250 Mr Ne1p
WHaexe: NPRX-0200-000 Cpok roarocTy:
Ne cepuu: 2022021

2024-02-01

Peayabrarte HCNbITaH K

Hanmenosanue NoKazaTens Tpe6osanua HOPMaTUBHOM HOHYMEHTAL 1

Mapkuposka 3 HaumeHoBaHue pUAUYecKora nua, Ha
MR KaToparo swlnaqo PerucTpauuoHHoe
ynocroeepenue 4 CTpaHy, HazeaHue
npouUssoAuTEnR 1 CTpaHy, Homep
PerucTpayucHHoro YRocTosepeHun,
Umpux-koa, kog TPoAYITa («Kopn npoa.;»),
YRAKANbHB Kog («YHu, Kog;s), Homep
cepuu («Cepua New), A3TY uarotosnexus
(«Oara U3r.:»), narty OKOHYEHMA Cpoka
rofHocTu {«Fogen Rony, ABYXMEPHLIN
WTpKxoBON Kog, Mpumevanue 1:
IlcnonHuTeano YKS3bIB3IOT Kop,
YNakoBOYHoro snemenTa (MecTo Hanecenus
KOA2 YnakosouHoro anemexra 3aBUCuT ot
TEXHUYeCKUX napaMeTpos
MPOU3BOACTRERHEIX NURUE), MpuMeyaHue 2
Bo3moxHo HaHeceHue TexHuueckoi
UHChopMa LUK {ﬁyKBEHHO-UHCbDOBbiX wianu
rpachuvecrux 0603HaveHui) anq
MAEHTUbKKaUUY ynakosodore Marepuana
wunu ann MOHUTOPUHra ABMMKEHYA
TNEKAPCTBEHHBIX npenaparos or
Mpov3sonnTens ao koHeuHoro norpeburens

PesyabTata ucnprraui

Haumerosanye
lepUauveckoro nuja, va
UMA KoToporo BLigato
Perucrpaynonnoe
YAQCTOBEPEHUE 1 CThaka,
Haseanue npouzeogurens
1 CTpaHa, Homep
PerucTpayvonHore
yaocrobepenus,
LWTPUX-KOR, koA NpopykTa
(«Koa npag.:»),
YHUKANBHBIA KO (Y HIK,
KOR:»}, Homep cepim
(«Cepita Ne:w), para
“3roToBnerus («fara
W3r.:»), para OKOHYaHugR
CPOoKa ronHoeTI («onen
R0:»), BBYXMEPHLI
LWTpuxosol koA,
MpuMevanue 1:
AonenrurensHo yKasaH
KoA ynakosouHorg
3neMenTa MpuMedaHue -
HaHeCeHa TexHUYeckasy
YHdiopmayua
(ByreenHo-unhponoe y
rpacguveckoe
0B03HaYeHne)

TexHuyeckas UHChOPMaUKA, a Taioke MECTO
€€ HaHeCceHun MOryT MEHATHCA B
38BACUMOCTI OT ucnonbayemorg nevarHoro
W ynakosouHoro 060oPYAOBaHMSA

Mapkuposka 4

He npumerumo

{
1
|



Y APy

A 3u6aten o logag Aara sbinyca;, 2021-03-15
Aara pacnevaryy 2021-03-15
UEHTP KOHTPOAR KAYECTRA Crpanmys; L7

AO CARPUXMH

Ceprudukar aHanusa AK No: 529 9291

Mpogywr: MOTPUH® TABNETKY 250 v Netg
Wnaenc: NPRX-0200-000 Cpok topHocry: 2024-02-01
Ne cepuy: 2022021

Pesyibrgre UenbITamuy

Haumerosan e Noxasatenn TpeGosaius HOpMaTHBHOL AokymeHTayuy PeayneTatel uenbirar

XpaneHue

B Cy¥oum, SaluieHNoM ot CBETA necre, npu
reMn"epaType HE Bhilwe 2

CBETa MecTe, npy
TEMNepaType He spiwe 25
*c

Chok rofHocTy

UcnbiTanun BbINOAKeHL ng* P'NOOQBM/D‘F-‘!BOS‘]U, Mam. iNe 1, 2,3,4,5 8, 7
Homep Py (per. ya.) P N002874/01

Per. ya. or: 16.03.2017
Jakmoyeny &: cooTeercrayer TPeboBaH A p N00;874/01-180510. Ham, Ned, 2, 34,56, 7

Mposepun . Yreepaun

Havanshuk fKkrA Lfephbrx n.n.

Bepsrika E. T,
mwatgg Hmf 1ONLCKOH.
KOHTPO/LHO -0 O
A p:mﬁnmmmu UJ}«Q@. g




