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CEPTUOUKAT AHAITM3OB M CEPTUOUKAT COOTBETCTBUA

Ne 22-008296/01

Toprosoe HauMeHoBaHWe npoaykTa:
MexayHaponHoe HenaTeHToBaHHoe HauMeHoBaHwe: MersgoHusi
Cepusi N2 5470422

[ata nponssoacTea; 14.04.2022

KonuyecTso npoaykuuu B cepuu: 17850 ynax.
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MunapoxaT® kancynsi 500 mr

Ynakoeka Ne 30

AHanuas! BbINOMHEHb! B COOTBETCTBUM C TpeboBaHuamu J1C-001115-120511 ¢ uameHeHvsmMu Ne 1, Ne 2, Ne
3, N2 4, Ne 5, Ne 6 uNe7 (NormDoc-DP000173/7, Annex-ND000322/3, Annex-ND000412/3, Annex-
NDO000462/3, Annex-ND000514/3, Annex-ND000570/2, Annex-ND000613/2, Annex-ND000624/2)

Mokasartenu TpebosaHus PesynbtaTthl aHan1aos
Onucarne Teeppable xenaTuHosble kancynbsl Ne 00, Teepable xenaTMHoBbIE Kancyns! Ne 00,
KOPMYGC M Kpbilweyka Genoro uBeTa. KOpPNyC 1 Kpbilleyka Genoro ugera.
Copnepxvmoe — Benblid KpUCTaNNMYecKuii Copepxumoe - Benbii KpUCTanIMYeckuia
nopoLok co cnabeiM aanaxoM. Mopowok NOPOLWOK co cnabbiM 3anaxom, MopoLok
TUTPOCKOMUYEH. FUrPOCKOMUYEH.
MoanuHHOCTL

A. Ka4yecTBeHHas peakuusi ¢ peakTueom
[parenaopda — obpasyeTcs opaHxeBbIf
ocapok
B. TCX - Ha xpomaTorpamme
McnbITyeMoro pacteopa (Touka 2) A0MKHO
HabnogaTeCa NATHO Ha YPOBHE OCHOBHOTO
MATHA Ha XpPOMarorpamMMe CTaHgapTHOro
pacTeopa 1 (Touka 3)
CpepHnan macca cogepxumoro OT 489,4 no 597,4 mr
Kancynsi
¥ OfHOPOQHOCTL NO Macce He Bonee AByX MHAMBUAYANLHBIX MAce
OTKNOHSAIOTCA OT CPeAHENR Macchl Ha
BenuuuKy, npessiwanwyio +7,5 %. Hu
OfiHa UHAMBUOYaNbHAA Macca He [OMmKHa
OTKINOHATLCS OT CpeaHel Macckl Ha
BENMYUHY, NpeBbIWaLyo £15 %.

PacnagaemocTs He Gonee 20 MuH (c guckamu)
MocTopoHHKe npumecu He Bonee 0,5 %

Bopna Ot17,08021,0%
MukpoBuonoruyeckas Yuctota [® Xlil, kateropus 3A, unu E®
Konu4ecTteeHHoe OT1 95,0 go 105,0 % MenbQoHus
onpegenexHue avruaparta oT 3aRBNEHHOrO KonuyecTea

Bb!,qu)KMEaET UCNbITaHNE

Bbl,ﬂep)KMBaBT UCNbiTaune

536,3 mr

-16%1.3%

5 MUH
MeHee 0,5 %
18,9 %
Beloepxvsaer ucnbiTaHue
99,9 %

LOKyMeHT rogriucar 3neKkTpOHHOHA NOAMHCLI0

VpeHtucukaums opmMel oTeéTal Bepcua; GRX-RUS_FDF_RUS 10
Fporpamuios obecnayeHne - SampleManagerLIMS 12.1. SP.2
YHUKaNbHbIA HOMEeP 3anuck/ sepcun; 260B490D-DBC8-4421-BA0D-684970C41F55/ 1

Crtpanuua 1/4

Coanano: Natalja Kirejenkova
16-05-2022 09:21:20 +00:00 MT
KoHTponupyemas koriva Ne: 1
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CEPTUOWKAT AHANN30B N CEPTUGUWKAT COOTBETCTBUSA

Ne 22-008296/01

Toproeoe HauMeHOBaHWe NPoOaYKTa:
MexnayHapoaHoe HenaTeHTOBaHHOR HauMeHoBaHue: MersgoHmi
Cepun Ne 5470422

[ara npoussogcrea: 14.04.2022

Konuuyecteo npoaykuuu B cepiuu: 17850 ynax.
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Munaponat® kancynsl 500 mr

¥Ynakoeka Ne 30

MoxaaaTtenu TpeGoeaHus PeaynbTarhl aHanuaos

Ynakoseka Mo 10 kancyn B KOHTYPHO AYEAKOBON Mo 10 kancyn B KOHTYPHOI A4eRKOBOI
ynakoBKe M3 NNeHKu YNaKoBsKe W3 NNeHku
NONVBUHUNX/IOPUAHOW C NONUBMHUNXNOPUAHOM C
NOSMBUHUNMABHXIOPUAHBLIM MOKPBITUEM U NONMBUHUIMAEHXIOPUAHBLIM NOKPLITUEM U
anmomuHuesoi doner. Mo 2, 3, 6, 9 um aniomuHuesoit onbru. Mo 3 KOHTYPHLIX
12 KOHTYPHbIX AYEAKOBbLIX YNAKOBOK A4EVKOBbLIX YNakoBOK BMECTE C
BMECTE C UHCTPYKLMEI N0 NPUMEHEHWIO UHCTPYKUWEH No MPUMEHEHWIO NOMELLIEHbI
NOMELLaloT B KAPTOHHYIO Nayky. B KAPTOHHYH Naqky.
Ha nauke moxeT BbITb HAHECEeH CTUKEp Ha nayke HaHeceH cTukep Ans KoHTpons
ANA KOHTPOIA NepPBOro BCKPLITHA NepBsoro BCKPbITUA.

Mapruposka Ha KoHTYpHOiA AYelikoBOii ynakoBke Ha Ha koHTypHO# RuefikoBol ynakoeke Ha

PYCCKOM A3bIKe YKa3blBaoT TOProsoe
HasBaHWe npenapata ¢ '
npeaynpeauTensHOM MapKUpoBskoii ®,
MeXayHapoaHOe HenaTeHToBaHHoe
Ha3seaHWe, JO3UPOBKY,

NEeKapcTBeRHYK hopMY, KONMUYECTBO
Kancyn, ToBapHbIi 3HaK NpeanpuaTUs-
NpOU3BOAWTENS (NaTUHCKUM LLUPUTOM), a
Taloke HOMep Cepvn 1 CPOK rOAHOCTH,
KOTOpbie

HaHOCATCHA METOAOM TUCHEHWA UMK
nevaru,

Ha navke Ha pycckoM A3biKe yKasbiBawoT
Ha3saHWe NpeanpuUsTHA-NPOU3BOAUTENS,
ero aapec 1 TOBapHbIA 3HaK (NaTUHCKUM
wprdTOM), TOProBOe HaseaHue
npenapara c npegynpeanTensHoi
MapkuposKoii ®,

NeKapcTBeHRyro popmy, LO3MPOBKY,
MeXayHapooHoe HenaTeHToBaHHoe

PYCCKOM A3biKe yKa3aHo TOprosoe
HaasaHwe npenapara ¢
npeaynpeavTensHOW MapKMpoBKon ®,
MeXAyHapoaHoe HenaTeHToBaHHoe
Ha3aBaHue, AO3MPOBKE,
nekapcTeeHHanA hopma, KONUYecTeo
Kancyn, TOBapHbIA 3HaK NPeAnpPUsaTUS-
npouasoauTens (NaTMHCKUM LWPUgTOM), a
TakKe HoMep Cepun U CPOK FOAHOCTY,
KoTopble
HaHeCeHbl METOOOM TUCHEHUS.

Ha nauke Ha pycckom s3bIKe yKasaHo
HaaBaHue NpeanpUATUS NPOM3BOAUTENS,
€ro agpec 4 ToBapHbIiA 3HaK (NaTUHCKUM

LPVUETOM), TOProBOE Ha3BaHue
npenapara c npegynpeguTensHon
MapKuposkoi ®,
nekapcTeeHHas hopma, 103MpoBKa,
MeXayHapoaHoe HenaTeHToBaHHoe

HaseaHwe, KONWYeCTBO Kancyn B YNakoBke, Ha3BaHWe, KONW4ecTBO Kancyn B ynakoBke,

Ha3BaHWe 1 codepxaHue AedcTayoUero
BellecTsa B OJHOM Kancyne, ycrosua
ornycka, cnocob

Ha3saHue U cofepxaHue feicTayloLlero
BeLLecTBa B OAHOW Kancyne, yCroBus
oTnycka, cnocob

LokyMeHT nognucar 351eKTROHHON NOGMHCLIO

WaeHTudukauvs dopmsl otvéta/ Bepcua: GRX-RUS_FDF_RUS 10
[Mporpammroe obecnavenne - SampleManagerlIMS 12.1. SP.2
YHukaneHbIA HoMep 3anvck/ Bepcua: 260B490D-DBC8-4421-BA0D-684970C41F55/ 1

CtpaHuua 2/4

CoaaaHo: Natalja Kirejenkova
16-05-2022 09:21:20 +00:00 TMT
KoHtponupyemas konus Ne: 1
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CEPTUOUKAT AHAITM3OB Y CEPTU®WKAT COOTBETCTBUA E
Ne 22-008296/01

Toprosoe HaumeHoBaHve npopykTa:  MungpoHat® kancynbi 500 mr

MexayHapogHoe HenaTeHToBaHHOE HauMeHoBaHMWe: MersgoHuid

Cepua Ne 5470422 Ynakoska Ne 30
[Oara npoussoacTea: 14.04.2022 ‘

KonuyecTso npoaykuuu B cepuu: 17850 ynak.

MokasaTenu TpeGoBaHus PeaynbTartsl aHanuaos

npumeHenus, «lpUMeHsTL No npumeHeHus, «MNpuMeHaTL No
HaaHaveHuio Bpada», «Mepeg HasHa4yeHwr Bpayar, «lepeg
NPUMEHEHMEM NPOYUTARTE WHCTPYKLMIO MO MPUMEHEHWEM NpoYuTaliTe WMHCTPYKU WO
NPUMEHEHUIO», YCNOBMA XPaHEHWA, NO MPUMEHEHUID®, YCIIOBUA XpaHeHus,
«XpaH1Te B HEOCTYNHOM ANA AeTen «XpaH1Tb B HEAOCTYNHOM ANs geTe
mecTe!», HOMEpP PErMCTPaUMOHHOMO mecTe!», HOMEp perucTpauuoHHOro
YAOCTOBEPEHWSA, LUTPUXOBOM KOA, YAOCTOBEPEHUSA, WTPUXOBOMW Kop,
BHYTPEHHUI KOO MaKeTa NPOM3BOAWTENsA,  BHYTDEHHUIA KOf| MaKeTa MpoUaBOAUTENS,
BHYTPEHHWIA (bapMKog Nnpon3soaunTens. BHYTPeHHWIA (apMKoa NpousBoaMTens.
TaKke ykasblBalT: HOMEP Cepuu, 4ary Taioke ykasaH HOMEp cepuvu, Aata
NpouaBoACTBa W CPOK rOAHOCTHM. NPOM3BOACTBA W CPOK rOAHOCTH,
Ha nayke 4ononHUTEeNbHO ykasbisaoT Ha nauke nononHuTEnLHO ykasaH
TOBApPHLIA 3HaK Bnafensya rpacdvyeckoro  TOBapHbIA 3Hak Bnaaensia rpaduyeckoro
anemeHTa, rod paspaboTku guaanHa anemexTa, rog paspaboTku guaaiHa
ynakoBku U oboaHayeHue Buga ynakoBku 1 o603HaueHve Buaa
yNakoBOYHOro Matepuana. ynaKkosouHoro mMartepuana.
B oraensHeix cnyvasx MoryT Bbith Ha nauke ykasaHbl BHyTpeHHUE Kofbl
yKa3aHbl BHYTpeHHUe koAbl TUnorpadgmu. TMnorpadmu.
Ha Gokosom knanaHe MoryT GbiTh Ha BokoBoM KknanaHe HaHeceHsl cpeacTea
HaHeceHsb! CpeacTBa UaSeHTUMUKaL MK uaeHTUMKaLMK.

Mayka RU1.500.30

WHeTpyKuuws ‘ RU/C/500/8

XpaHeHue pu TeMnepaType He Bbille 25 °C.

Cpok rogHocTH 4 ropa FogeH go 04,2026

3akno4enue: cooTeeTcTByeT TpeGoBaHuaM J1IC-001115-120511 ¢ uameHeHusimu Ne 1, Ne 2, Ne 3, Ne 4,
Ne5 Ne6uNe?

YTBepxaeHo:
Pykosogutens naGopaTopuu
CuHTta AHTOHOBUYA KOHTPONSA KaYecTsa 16-05-2022 09:22:11 +02:00 'MT
(WNma damunug) {OonxHocTe) (Oara)

HoxyMeHT nognucar 3NeKTPOHHON MO4ITHEEI0

WaeHrucbuxkauun dopmsl otuéral Bepcus: GRX-RUS_FDF_RUS 10
[TporpammHoe cbecneverne - SampleManagerlIMS 12.1. SP.2 .
YHuKaneHsIA HoMep sanvck/ sepcun; 260B490D-DBCB8-4421-BA0D-684970C41F55/ 1

Crpaxuya 3/4

Co3agaHo: Natalja Kirejenkova
022 09:21:20 +00:00 TMT
_ErmpyaMaﬂ konua Ne: 1
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CEPTHUOUKAT AHATTM3OB N CEPTUOUKAT COOTBETCTBWA E
Ne 22-008296/01

Toprosoe HanmeHoBanve npoaykta:  MunapoHat® kancynsi 500 mr

MexayHapodHoe HenaTeHToBaHHOe HauMeHoBaHWe: MassgoHusi

Cepusa Ne 5470422 ¥Ynakoeka Ne 30
[ara npoussoacrea: 14.04.2022

Konuuectso npogykyuu B cepum: 17850 ynax.

Homep PerucTtpauuoHHoro YaocToepeHus: Nc-001115

MpouasoguTens:

Mpou3BoAcTBO NEKAPCTBEHHOR hOpPMbI:

AO «'puHpekc», yn. Kpyctnune 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npounasoacTeenHoi nuueHauu: R00004; CepTudmkaT cooteeTcTaus HMM (GMP): ZVA/LV/2022/002H
MepBu4HaA W BTOPUHHAR/NOTPEGUTENBCKAN YNaKoBKa:

AQ «[purpekcy, yn. Kpyctnunc 53, Pura, LV-1057, Nateus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npoussoacTeeHHOMA nuueHank: RO0004; Ceprudiukar cootseTcTans HIM (GMP): ZVA/LV/2022/002H
KoHTpons kavecrsa:

AO «IpuHpaekey, yn. Kpyetnunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npoussoacTeerHoi nuueHaun: RO0004; CepTudukaT coaTaeTctaus HIM (GMP): ZVA/LV/2022/002H
BhinycKaioLui KOHTPONL Ka4YeCTBA (CepTUMUKALIMA capuu):

AQ «lprHaeke», yn. Kpyernunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia:
Homep npoussoacTBeHHoM nuyeHsuu: RO0004; CepTudukaT cooteetctamns HIMM (GMP): ZVA/LV/2022/002H

KommeHTapuu: Het

3asianeHu1e o cepTUduKaLmu:

«HacToRwwMm s y[ocToBepsio, YTO NpUBEAEHHAs BhIlLe WHOPMaUWA ABNAETCH AOCTOBEPHON W TOWYHOW. OTa
cepus npofykuwv Bebina npowssededa (BKMIOYAA YNakoBKy/ MapKUPOBKY) M MPOBEAEH KOHTPOML e KayecTea Ha
BbILLEYMOMAHYTOM Y4acTke B MOSMHOM COOTBETCTBAM C TpeBOBaHMAMM NpaBun Hagnexalleld NpouaBOACTBEHHO
NPaKTWKV W B COOTBETCTBMM C TPEBOBAHNAMI PErMCTPALMOHHOIO [OCHE »

YnonHomMoYeHHoe nuyo:

Hartanes Kupeerkoea YnonHomo4erHoe nuuoe 16-05-2022 12:18:58 +02:00 'MT
(Vimsa damunus) (domkHocTk) (Oata)

LokyMeHT nognncar 3nexTDOHHOH MoqHcsio
WaeHTtudvkauua dopmel oTyéTa/ Bepeur; GRX-RUS_FDF_RUS 10 Coapano: Natalja Kirejenkova
[porpammroe obecneverne - SampleManagerl IMS 12.1. SP.2 16-05-2022 09:21:20 +00:00 TMT
YHUKanbHbIi HoMep aanuck/ Bapcus: 260B490D-DBCB-4421-BA0D-684970C41F55/ 1 KoHTponupyemas konus Na: 1

Crpanuya 4/4




