3A0 «OBHMHCKA S XUMHUKO-GAPMAIIEBTUYECKA A KOMITAHWA»
Poccua, Kanykekas o6:., r.o. "Topoa O6uuuek”, r. OGHuHCK, Knesckoe mocce 31. 3a, ¢1p. 3.
Ten/akc (48439) 6-47-41, 6-35-84, 6-65-35

ITACIIOPT Ne 1/MH-1

Haunmenosanue: MUPOIIPUCTOH®, TaGaetku 200 mr{ynakorka auciikoras konrypHas) 3 x 1 (nauka kapToHHas)

MHH: Mudenpucton
Homep cepun: 10421
Jlata xonTpons: 19.04.2021 r

Hata npouseoactaa: 03.04.2021 r

Ananns peinoanen no P N002340/01-210708, usm. Ne 1-8.

Konnuectso: 37 550 yn
Hara seinycka: 27.04.2021 r

HauMenoBanue nokasarenen

Tpetopanus HJY

PCS}'I] bTalbl aHa/Il3a

1. Onucanue

Kp)‘[‘ﬂbiﬁ NAOCKOUMAMHAPHYICCKHE TabneTKn
CBCTIO-XKEATOrQO HIAH CBCTINO=KEIATOro <
3CJICHOBATBIM OTTEHKOM LBETA C pHCKOﬁ c
ONHOI cTOPOHBI # (hacKko# ¢ IBYX CTOPOH

Kpyrasie niockouHadHapiyeckne TabieTku
CBETIO-KEITOTO LBETA C PUCKOH € OOHOH
CTOPOHEI ¥ (ACKOM C IBYX CTOPOH

Yd-cnexktp pacTeopa npenapara J0/KEH

2. llonnuHHOCTH COOTBETCROBATL Y D-CriekTpy pacTBopa CoorsercTByeT
CpABHEHHA
Bpem{ YACPAHHABAHHA OCHOBHOT'O IMKA Ha
XPOMaTOrPAMME HCTIBITYEMOIO PacTBOpa,
IONYUSHHOH JI1A ONpeeeHHs IOCTOPOHHUX
o Coorpercrayer
iipuMeced, AOMKHO COOTBETCTBOBATE BPEMEHH
YIAEPKHBAHUA NMTHKA MUDENPUCTOHA Ha
xpomatorpamume pacteopa PCO
3. OIHOPOTHOCTE MAcCh! I'ih P, B coorsetcTiy ¢ TpeGoBaHuAMu 0,542
+3,3% -25%
4. TanbKk ¥ KaaplUud creapar He Gonee 4% (cymmapno) 2.8%
5. PacTBopenue ['® P®. He mence 75 % ( Q) uepe: 45 mun 100%

6. [TocToporHue npumMecH

JhoGoi eannruHol npumecn - He Bonee
1,5 %, cymmaproe - He Gosee 3 %

JoGoit eaquauuHON npuMecH - 0,39 %,

cymmapHsoe - 0,39 %

7. MuKpoGuonoruuecKkas 4McTora

"'® P®. Kareropus 3 A

Coorsercrayel

8. KomnuecTeennoe on pPeaAC/ICHHE

Ot 190 mr g0 210 mr MudenpucTona, cHuTas Ha
CPEAHIO Maccy OXHOM TabneTis

200 mr

9. OpsopoIHOCTL J03UPOBAHNA

I'd PO, B coorsercTBHK ¢ TpeGoBaHHaMH

AV =3,8%

10, ¥nakoska

o 1, 2 wau 3 tabacTxu B KOUTYPHYIO SuelikoBy»
YNAKORKY M3 MIEHKH LOAMBHHAIXJIOPHIHOH W
(POABIH ATFOMHHACBOA NEYATHON NAKMPORAHHOI..
Ho 1,2, 3 win 5 KOHTYPHBIX AMCHKOBBIX YIAKOBOK C
HHCTPYKUHEH 110 MEIHLMHCKOMY NPHMEHEHUED
JICKAPCTBCHHOTD TIPCTIAPATA B [AYKY HI KapTola,

ITo 3 rabneru B KORTYpHO#R suelikonoit ynakoske
W3 TACHKH TIOMHBHHUIXAOPHIHON U (onsry
ATOMHHHEBOH NEYATHOM JTAKHPOBAHHOH.

o 1 koutypHoit s4efikonoi yrnakoeke ¢
HHCTPYKUMEH M0 MEAKUHECKOMY TPHMEHEHHIO
AEKAPCTREHHOTO MPEMapaTa B MauKe H3 KapToHa.

Cip. L w3 2!



I 12 Mapkiposka

[lepruunas ynakosxa
Ha rowrrypitoft A4efiKOBON YNAKOBKE YKAIBIRAKOT
COKPALUIEH HOE HENMEHOBAHNE IPOUIBOINTE IS,
crpany, Tosapuiii 3uax HITAJA Apusaisurrenn
AL, Toprosoe nauMenoBalie npenapara ¢
HpeAYHpeaHieLHOH MAPKHPOBKOH &,
MEKIYIAPOINOE HENATENTOBAIOE HAMMCHOBANNE,
JEKBPCTBEAHYIO GOPMY, TO3HPOBKY, LIOMCP CCPHH,
CPOK FOIHOCTH

[Tepsuusas ynakoska
I1a xoutypHoli aueiikonoit ynakorke yxazawo
COKPALIEHHOE HAHMEHOBAHIC IPOU3BOINTEN,
crpaua, Topapbit suak LITAA Apuaisurrens
AL, ToproBoe HANMEHOBAHHE TIPENapaTa ¢
NPCAYNPCINTENLHOR MAPKHPOBKOH &,
MEAYHEPOIHOE HEMATEHTORAHHOS HANMEHOBAHKE,
aeKapcreennas gopma, IO3HPOBKA, HOMEP CepiH,
CPOK FOJIHOCTH

Bropuunas yrnakoska
Ha nauke ykasniBalor COKpaLenioe HanMeHoBate
MPOHIBOIHTEN, CTPAHY H I'OPOjl, HAUMEHOBAHHE
IOPYAKICCKOrO MTHLE, 1A KM KOTOPOI'® BBIIAID
PErHCTPANHOHHOE YOCTOBEPEHHE, Ero ANnec,
resedon, dake, rosapusii 3Hak LLITAJTA
Aptiaiivurrens Al TOpropoe HauMeHOBaHHE
npenapara ¢ HpeAyY IPE/IMTENbHOM MAPKUPOBKOHA K,
SICALYHADONOS HCMIATCHTORANIIOE HAMMEIOBAIIHE,
JIEKAPCTBEHHYO (JOPMY, I03HPOBKY, HAMMEHORAHHE
H COTEPKARNC ICHCTRYIOUICTO BCUICCTRA B 010
TabneTRe, KONHYECTBO TabICTOK B VIAKOBKE,
«XPaHHTE B HCAOCTYIHOM I8 JeTell MecTen, «l1a
rpueMa BHYTPEY, «Cnocol npu-MeHeHs: oM.
MHCTPYKUMEO», YCI0BHA XpaHenns, «[Ipenapar
MOKET NOCTARIATHCA TOMBKO B METHIIAHCKHE
AKYILEPCKO-THHEKOIOrHIECKHE YUPSKACHAS,
OTHOCANIKECH K TOCYAPCTBEHADN CHe-TeMe
3UPABOOXPAHEHHSL, @ TAKKE B YUPEHKIEHAS
MYHHUHTIATEHOH H 4acTHOT cobCTBEHHOCTH,
HMEOUHE THUCHIHH Ha 3TOT poa ACATCIBHOCTHY,
HOMED CEPUM, CPOK TOIHOCTH, HOMCD
PErHCTPALIOHHOIO YAOCTOBEPEHUS, LITPHXOBOI KoL,
AOMYCKAETCH HAleCene CPEACTD HACHTUHKALINK
A8 MOHHTOPHHTE ABHAKCHHA JIEKAPCTBEHHBIX
TpenapaTos.

Bropuauas ynakosxa
Ha nauxe ykasano COKpatleHHOe HANMEIIOBAHNE
NPOH3BONHTENA, CTPAHA H FOPO/L, HANMEHOBAHHME
IOPHAMYECKOTO J11Ia, HA HMA KOTOPOTO BELIAHO
PErUCTPANMOHHOE YIOCTORCPEHUE, Bro ajipec,
reiedon, daxe, Toapusi 3nak HITAJIA
Apuuaiivurrens AT, TOPropoe HaMeHoRaHe
TPENAPATa ¢ NPENyNPeINTENBHOK MADKHPOBKOH ®,
MEHIYHAPOJHOE HEMATEHTOBAHHOE HARMEHORAHHE,
nekapeTseHHas GopMa, J03HPOBKA, HANMCHOBAHHC
1 colepralne AeKCTBYIOWEro BEIIeCTsa 8 01HOM
rafiieTke, KONMNECTBO TabIETOK B YIAKOBKE,
«XpaHHTh B HEAOCTYMHOM A aeTel mectey, «Jlns
HpHeMa BHYTPbY, «Cnocol npuMeHeHs; cm,
HECTPYKLHIO», YCNoBHs XxpaHerus, «[Ipenapat
MOMRET MOCTARAATLCA TOIARKO B MEIHITHHCKHE
AKYLIEPCKO-THHEKOMOTHHECKHE YUPER IeTIH,
OTHOCAHIHECH K FOCYAAPCTBEHHOR cHETeme
3APABOOXPANEHUS, A TAKKE B YHPCA ICHHS
MYHHUHIAIBHOMH M 4acTHOM coGCTREHHOCTH,
HMCIOUIME THHEN3HH HA 3TOT PO JEATENBIOCTH Y,
HOMED CEPHM, CPOK FOIHOCTH, HOMED
PETHCTPAlHOHHOTO YIOCTOBCPCHHUSA, IUTPHXOROH
KO/, HAHECEHBI CPE/ICTBA HACHTU(HKAMK L1
MOHMTOPHHTE ABMKEHHA JIEKAPCTBCHHEIX
11penaparos.

12. Cpok roasocTH

5 ner

20042026

13. Xpanenue

B cyxowm, 3aniienHoM 0T CBeTa MecTe, Npi TeHneTaTyYpe He Bhiwe 30 °C

3akmouenve: MUPOIIPUCTOH®, Tabnetku 200 Mr cootzerozvior ToeGoranuss P N002340/01-210708,

H3m. Ne 1- 8.

Hauanennk OKK

)

V7

- M.Mouceesa

Crp. 2ua2
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3akpeiToe akunoHepHoe obuwecTso «OBHUHCKasn XMMUKO-(hapmaleBTU4YeCKan KOMNaHus»
(BA0 «OXDK»)

fuyeH3un Ha AeATeNLHOCTL N0 NPOM3BOACTRY NEeKapCTBEHHbIX cpeacrs Ne00032-11C ot 21.07.2020 r.
Mecto HaxoxpeHnus: 249036, Kanysxckan o6n., r. OBHMHCK, yn. Kopcnesa, 5.4
MecTa ocywectanendus NMuEH3UPYEMOil AeSTENbHOCTY: Kanyxcxas 06n., r. OBHuHck, Kneackoe wocce, 3g. 107;
Kanyxcras obn., r.0. «lopoa OBHUHCK», T OBHunck, Kuesckoe wiocee, 34. 3a, crp. 3

3aknioueHre 0 COOTBETCTBUM NPONIBOAMTENSA (MHOCTPAHHOTO NPOU3BOAMTEN ) NEKAPCTBEHHLIX CPeaCTR
ANA MEAULIMHCKOTO NpuMeHenns TpeGosanuam Mpasun Hagnexauen NpoM3BOACTBEHHON NPakTUKY
Ne GMP-0056-000552/20 u GMP-0056-000553/20 [leicTBUTENLHO 80 20.07.2023 r.

PaspeweHue
Ha BbINycK B oOpauleHune (Ha npogaxy)

Ne 7% + [21.rNC oT« X ¥ » Larthécel 20 r.

Toprosoe HauM2HOBaHNe, NeKaPCTEeHHaS thopma, AC3NPOBKa, (OPMA BhiNycKa:

| Muponpucron® rabnetku 200 Mr (ynakoska sueiKosas KOHTYpHas) 3 x 1 (navka KapToHHasn)
MHH: Mudenpucrton
Mponseoaurtens: 3A0 «OX®PK». Poccusn

| Bee crapwu npoussoncrea, BrioYan BbIiNYCKAOUWMI KOHTPOSbL KayecTsa

Cepusn Ne: 10421 fopeH o 04.2026 r.
Obvem cepun: 37 550 yn. fara npoussogcrea: 03.04.2021 r.
Macnopr Ne: 1/Mu-1 HaTa Buiriycka: 27.04.2021 r.

H PN 002340/01-210708, m3m. Ne1-8

FY N2 PN 002340/01 oT 21.07.2008 r.

Bnapeney PY: AO «Hwxkdpapmn

Poccus, 603950, r. HukHu# Hosropop, yn. Canrauckas, . 7

Pa3pelueHue Ha Boinyck 8 oBpawenne (Ha npopaxy) gekcTeuTensHO Ao 30.04.2026 r.

Hanuuue nokymenTos nposepun:

Vikenep no aqokymenTaumm QOQK - % /Bepbosckaa H.I. / « - ‘7 » LAl lel 2021
(negnuce) {pacwmdpoaka noanucuy)

ponssoacTBO NPOAYKLMK OCylecTBNeHo B cooTseTcTany ¢ TpebosaHusamu Mpasun GMP

¥ PErNCTPALMOHHOMO 0Che Ha / Her
Boifignenb! 2HEUNTENBHLIE OTKIOHEHNH fo npoueccy La 7/ Her
OT4eT 0 BRINONHEHUN paccnefoBaHui OTKNOHEHUS! UMEETCS fla / Her

Moarsepxaato;

e

Hupekrop aenapramenTa o /. PV
npouaesoacTea MC o Wi A /Kynaesa N.B./ « A 7 » fii: JLCEAX_2021r
{(iidanugh) (pacwubposka nognucy) ‘

MPOOYKUUA PA3PELLUEHA HA BbINYCK B OBPALLEHUME

JlekapcTaennsii npenapar cocTseTcTByeT TpebosaHram Mpasun GMP u perucTpauvoHrHoro nocue

=7 /3awmpoBa O.A./ «XFL_» (27 .Celei . 2021r

Ynonmomoyersoe nuyo -
tnogmucer (pacuvdipoBka noamnucH)

GOK

JANOTHACTCA NHKXEHEPOM No ACKYMSHTAL MY

JanonkseTos aupexTopon
AN3pTamenTa npovasoacras 110

NHSeTCR

3znn
YRonHoMOoueHrpiM

H
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Hakirbie aHec / ; ;:’;f_f““’i i ¥11 3akuposa O.A.




