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CEPTUOUKAT AHANM3OB U CEPTUOUKAT COOTBETCTBUA

Toprosoe HauMeHoBaHWe npoaykra:

Joint Stock Company "Grindeks”

53 Krustpils Street, Riga, LV-1057, Latvia
Phone: +371 67083205, +371 6708350

e AT N e L R T T o s

Ne 22-006341/01

MesxayHapo/HOe HeNaTeHTOBaHHOe HauMeHoBaHue: MersqoHnA

Cepusa Ne 5330422

[ara npoussoacrea: 08.04.2022
Konnuectso npoaykuuu B cepuu: 17731 ynak.
AHaNM3b! BoINONHEHs! B COOTBETCTEBMM ¢ TpeBosanuamu 11C-001 115-120511 ¢ usmeHeHusimn Ne 1, Ne 2, Ne
3, No 4, Na 5, Ne 6 u Ne 7 (NormDoc-DP0001 73/7, Annex-ND000322/3, Annex-ND000412/3, Annex-
ND000462/3, Annex-ND000514/3, Annex-ND000570/2, Annex-ND000613/2, Annex-ND000624/2)

Mokasatenu

TpeGosaHua

E-mail; grindeks@grindeks.lv
www.grindeks.eu
Unified registration No. 40003034935
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Mungporat® kancyns! 500 Mr

Ynakoska Ne 30

PeaynsTarsl aHan4aos

Onucanue

MoanMHHOCTL

CpeaHsa Macca COAepXUMOro
Kancynel
W OAHOPOAHOCTL MO Macce

PacnagaemocTe
MocToOpOHHWE MpUMEecH

Bopa

Mwukpo6uonoruyeckas 4ucToTa
KonuyecrseHHoe
onpeaenexrue

WnenTucukauvsa dopMel 0THETA/ BEPCHA. GRX-RUS_FDF_RUS

TBepable XenaTuHoBble Kancynbl Ne 00,
KOpNYyC M Kpbilweyka Genoro useta.
Copnepxkmnmoe — Benbiii KpucTanuHeckui
nopoLUok co cnabsim aanaxom. MopoLuok
rMrpoCKOnUYeH,

A. KayecTBeHHaRA peakuus C peakTMBOM
[Nparerpopda — ofpa3yeTca opaHKessii
ocagox

B. TCX - Ha xpomaTtorpamme
MCNbITYeMOro pacTeopa (Touka 2) A0MKHO
HabBnKaaTbcs NATHO Ha YPOBHE OCHOBHOMQ
NATHA Ha XpoMaTorpamme cTaHaapTHoro
pacteopa 1 (To4ka 3)

O 489,4 po 5974 mr

He Gonee AByX UHAMBMAYanNbHbLIX Macc
OTKMOHAKTCA OT CPeAHeH Macchl Ha
BEMM4MHY, NpeBbIWatWyo £7,5 %. Hu
oOHa MHAMBMAYaNsHaa Macca He A0MmKHa
OTKOHATLCS OT CPeAHeR MacChl Ha
BenuuuHy, Npesbialyio 15 %.

He Gonee 20 MUH (C auckamu)

He Gonee 0.5 %

0T 17,080 21,0 %

ro X, kateropus 3A, unu E®

01 95,0 go 105,0 % mMenbOoHWA
AUrMApaTa OT 3aRBMNSHHOrO KONM4ecTea

Teepable XenatuHossie kancyns: Ne 00,
KOpMyc W Kpbllueyka Benoro UBeTa.
CopepxumMoe - 6enblil KpUCTanUYecKui
NOPOLLOK €O CriabiM 3anaxoM. MopoLLok
rMrPOCKONUHEH,

BolaepxueaeT ucneitaHue

BeigepxupaeTt ucnbiTaHWe

544.,4 mr

-2,6 %; 1,4 %

S5 MUH
Menee 0,5 %
18,7 %
Bblaepk1BaeT UCnblTaHue
99,1 %

[JoKyMEHT 10AMMCaH 3/IEKTPOHHON NOAMHCEHI0

10

rporpamm+oa 0Becneyerie - SampleManagerLIMS 12.1. SP.2
YHUKanbHbIA HOMEP 3anucH/ Bepcus: 200BF8E3-2FCE-4BA2-B42E-EEF26083F6FA/ 1

Crpanuua 1/4

CoapaHo: Tatjana Bula
12-05-2022 09:28:03 +00:00 TMT
KoHTponupyeman konus Ne: 1



Joint Stock Company “Grindeks”

Grindex

CEPTUGUKAT AHAITM30B W CEPTUOUKAT COOTBETCTBUA

Ne 22-006341/01

Toprosoe HauMeHOBaHUe NPOAYKTa:
MexayHapoaHOE HenaTeHToBaHHOe HaumeHoBarwe: Meslagomnd
Cepus Ne 5330422

[ata npoussopcTea: 09.04.2022

KonudecTso npoaykuyuu B cepuu: 17731 ynak.

53 Krustpils Street, Riga, LV-1057, Latvia
Phone: +371 67083205, +371 67083500
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E-mail; grindeks@grindeks.lv
www.grindeks.eu
Unified registration No. 40003034935
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Munaporat® kancynst 500 mr

Ynakoska Ne 30

Moka3arenu Tpebosanua PeaynbTaThbl aHan13oe

Ynakoska Mo 10 kancyn B KOHTYPHOW A4eHKOBOM Mo 10 kancyn B KOHTYPHOMW A4BAKoBOH
yNakoBKe M3 NNEeHKKU YNaKoBKE U3 NIIBHKKN
NONUBUHUNXIOPUAHOM C NONUBWUHUIIXNOPWAHOA C
NOMAWBUHUNUAEHXNOPUAHBIM MOKPLITUEM U NOMUBUHWUNMAGHXIIOPUAHLIM NOKDBITUEM W
anomuHueBol dhonbria. Mo 2, 3, 6, 9 unu anoMmuHveson goneri. Mo 3 KOHTYPHbIX
12 KOHTYPHbIX AYEMAKOBLIX YNaKOBOK AYEKOBbIX YNaKkoBoK BMECTE C
BMECTE C MHCTPYKUUEHR No NpMMeHEeHUIo WHCTPYKUMUEH NO NPUMEHEHWIO MOMELLeHbI
NOMEeLLaKT B KaPTOHHYKO Nadky. B KApTOHHY nayky.
Ha nauke MoxeT BbiTb HaHeCceH CTUkep Ha navke HaHeceH CTUKep ANA KOHTponsa
[IN$1 KOHTPONA NePB8Oro BCKPbITUA nepBoro BCKpLITAA.

MapkupoBka Ha koHTypHOI A4EKOBOW YNaKoBKe Ha Ha KoHTYpHOU A4eNKOBOW ynakoske Ha

PYCCKOM R3blKE YKaasIBaloT TOpProsoe
Ha3BaHwe npenapara ¢
npefynpeauTensHOH MapkupoBskoi ®,
MeXayHapoaHoe HenaTeHTosaHHoe
Ha3sBaHwe, [l03UpPOBKY,

nekapcTBeHHYH (DopMy, KONMYecTso
Kancyn, TOBapHbIiA 3HaK NpeAnpUATHR-
npouasoauTens (naTmHCKUM wpucToMm), @
TaKke HOMEp CEePWUM U CPOK roAHOCTH,
KOTOpbIE ‘
HaHOCATCA METOAOM TUCHEHWUA Uik
nevaru.

Ha nauke Ha pycCKOM A3blKe YKa3blBarT
HasBaHWe NpeAnpUATUA-NPOU3BOANTENS,
€ro afpec v TOBapHLIA 3HaK (NaTUHCKAM
WwpuchTOM), TOProBOE Ha3eaHue
npenapara ¢ NpeaynpeauTenbHoR
MapKupoBkok ®,

riekapcTBeHHyK hopMy, AO3UPOBKY,
MeXayHapoAHoe HernaTeHToBaHHoe

PYCCKOM R3blke yKadaHo Toprosoe
HaasaHue npenapara ¢
npenynpeauTensHoi Mapkipoekoi ®,
MeXayHapogHoe HenareHToBaHHoe
Ha3BaHue, AO3MPOBKa,
nekapcTBeHHan opma, KonuM4ecTso
Kancyrn, TOBapHbIA 3HaK NpeanpuUaTUs-
npouasoauTens (NaTUHCKUM LWPUETOM), 8
Taloke HOMep Cepuul U CPOK roAHOCTH,
KoTopble
HaHeceHb! METOAOM TUCHEHUSA,

Ha nauxe Ha pycCKOM A3biKE yKasaHo
HasBaHWe NpeanpuATUA NPOU3BOAUTENSR,
€ro afapec U TOBapHbIA 3HaK (NaTMHCKUM

WwpudTOM), TOProBoe HassaHue
npenapara ¢ NpeayrnpeauTensHOM
MapKupoBKoi ®,
nekapcTeeHHas hopMa, A03UPOBKa,

MEXayHapoaHOE HENaTeHToBaHHOe

Ha3BaHWe, KONWYEeCcTBO Kancyn B ynakoske, Ha3aBaHWe, KONWYecTBO Kancyn B ynakoBke,

Ha3BaHue W cofepXaHue AerCTBYoLero
BellecTea B OfiHOW Kancyne, YCnoeusa
oTnycka, cnocof6

LoxymeHT nogmcar S71EKTPOHHONA NOLMHEEI0

WpeHTucbukauns hopmsl OTHETE/ BEPCHA GRX-RUS_FDF_RUS 10
[porpamMmHose 0BecneyeHme - SampleManagerLIMS 12.1. SP.2
YHUKaNbHbIA HOMEP 3aNUCH/ BEBPCHA. 200BFBE3-2FCE-4BA2-B42E-EEF26083F6FA/ 1

Crpanuua 2/4

Ha3BaHWe U coaepxaHue AeicTaylouiero
BELLECcTBa B OJHOIA Kancyne, ycnosva
oTnycka, cnocob

CospaHo: Tatjana Bula
12-05-2022 09:28:03 +00:00 T'MT
KoHTponupyeman konus Ne: 1




Juint Stock Company "Grindeks” E-mail: grindeks@grindeks.lv
G 3 d 53 Krustpils Street, Riga, Lv-1057, Latvia www.grindeks.eu
rln ex Phone: +371 67083205, +371 67083500 Unified registration No. 40003034935

DA
)

CEPTUOWKAT AHANM3OB Y CEPTUGUKAT COOTBETCTBUA E
Ne 22-006341/01

Toprosoe HaumeHoBaHue npoaykTa:  MunapoHaT® kancynbd 500 mr
MesxayHapofgHoe HenaTeHTOBaHHOE HavuMeHoBaHe: MerisgoHmi
Cepwua Ne 5330422 Ynakoeka Ne 30

[ata npoussoactea; 09.04.2022
KonuuecTBo NpoayKkuuv B cepuun: 17731 ynak.

Moka3arenu TpefosaHuA PeaynbTathl aHan1aos

npuMeHeHrus, «IpUMeHAaThb no npumeHerns, «MPUMEHATL Mo
Ha3aHa4eHuio Bpaya», «Mepen HasHaveHuio Bpavar, «Mepen
NPUMEHEHWEM NPOYUTAATE MHCTPYKLUWK N0 MPUMEHEHWEM npoYnUTanTe UHCTPYKYMIO
NPUMEHEHMIOY, YCNOBWUSA XPaHEHUA, N0 MPUMEHEHWIO», YCMOBUA XPaHBHWA,
«XpaHWUTb B HEAOCTYNHOM ANA AeTeR «XpaHUTb B HEJOCTYMHOM AN AeTei
mecTte!», HoMep pervcTpaUvoHHore mecTel», HoMep perucTpauuoHHOro
YAOCTOBEPEHUSA, LTPUXOBOIA Kog, YAOCTOBEPEHUA, LUTPUXOBOM KOA,
BHYTPEHHWA KOA MaKeTa NPou3BoANTeNA, BHYTPEHHWIA KO MakeTa Npou3soauTens,
BHYTPEHHWA (hbapMKo4 NPOU3BOAMTENA. BHYTPEHHWIA hapMKo/, NPOU3BOAUTENS.
Taloke ykasblBaloT: HOMep cepuv, AaTy Taloke ykasaH HOMep cepuy, garta
NPOW3BOACTBA M CPOK rOGHOCTH. NPOU3BOACTBA U CPOK FOGHOCTU.
Ha nayke AoNONHMTENbHO yKaabiBalT Ha nauke AONONHUTENBHO yKadaH
TOBapHbIF 3Hak Bnagensua rpaguyeckoro TOBapHbIF 3HaK BNafensua rpapu4eckoro
anemewTa, rog paspaboTku auaainHa anemeHTa, roa paspaboTku ausaiHa
ynakosku ¥ oboaHaueru1e auaa ynakosku n 0603HaqeHve Buaa
YNaKOBOYHOro MaTepuana. ynakoBOYHOTO maTepuana.
B oTAenkHbIX cnyyasx MoryT btk Ha nayke ykasaHbl BHYTPEHHWUE KOAbL
yKasaHbl BHYTPeHHUE Kokl TUnorpadmu. TUNorpaguu.
Ha GokoBom knanaHe MoryT GbITe Ha BokoBoM KnanaHe HaHeceHsl cpeacTea
HaHeceHsl CpeACcTea uasHTUMKaLum naeHTUdMUKaUnn.

Mauka RU1.500.30

UHCTpyKUMA ‘ RUIC/500/8

XpaHeHue Mpw TemriepaTtype ke Bbiwe 25 °C.

CpoK rogHocTh 4 roga ogeH fo 04.2026

3aknioyeHue: cooTeeTcTByeT Tpebosanusm N1C-0011 15-120511 c uameHeHusmu Ne 1, Ne 2, Ne 3, Ne 4,
Ne 5 Ne6wuNe7

YTBEepXaeHo:
PykosoguTens naéopatopuu
CuHTa AHTOHOBM4E KOHTPOMs! Ka4ecTsa 12-05-2022 09:17:01 +02:00 T'MT
(Vima Damunus) (QomkHocTs) (OaTa)
HokymeHT nognncar SNEKTPOHHOM NO[MNCHIO0 )

WpeHTUchukauws hopmbl 0T4ETa/ BPCHA: GRX-RUS_FDF_RUS 10 Coapano: Tatiana Bula
porpammHoe obecneverne - SampleManagerLIMS 12.1, SP.2 12-05-2022 09:28:03 +00:00 TMT
VHUKANBHbI HOMEp 3anucw/ BEPCHA! 200BFBE3-2FCE-4BA2-B42E-EEF26083F6FA/ 1 KowTponupyemas konus Ne: 1

Crpanuua 3/4
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CEPTU®WKAT AHATU3OB U CEP.TVICDIAKAT COOTBETCTBUA I'E
Ne 22-006341/01

Toproeoe HauMeHoBaHWe NpoayKTa: MunapoHaT® kancynbl 500 Mr

MexgayHapogHoe HenaTeHToOBaHHOE HauMeHOBaHWe: MeribaoHni

Cepwsn Ne 5330422 Ynakoeka Ne 30
[laTa npoW3BOACTEA. 09.04.2022

KonuuecTeo NPOAYKUWW B CEPUN. 17731 ynak.

Homep PerucTpayyoHHoro YaocToRepeHUA: nc-001115

MponasoguUTens:

MpouseofcTeo NeKapcTBBHHOR opMbI

AO «[puHBekc», yn. Kpyctomnc 53, Pvra, LV-1057, Nateua/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpoMaBoaCTEEHHOA NULEH3UMA: R00004; CepTudMKaT COOTBETCTBUA HMN (GMP): ZVAILV/2022/002H
MNepeuuHan u BTOpUUHas/NoTpeGHUTenbCKas yNakoBka:

AQ «[puHpekey, yn. KpycTnunc 53, Pura, LV-1057, Nareus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpoM3soACTBEHHOA NULEH3NHU: R00004; CepTudmKaT COOTBETCTBUA HMN (GMP): ZVA/LV/2022/002H
KoHTporib kauecTsa:

AQ «[puHgekc», yn. Kpyetnunc 53, Pura, LV-1057, NaTeusa/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpoU3BOACTBEHHOM NULEHINN RO0004: CepTUdMKaT COOTBETCTBUA HMMN (GMP): ZVA/LV/2022/002H
BuinycKatoLmid KOHTPOSL kA4ecTEa (cepTudbmkauma copum):

AO «[puHaekc», yn. KpycTnunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep MPOMU3BOACTBEHHOM NMLEH3NM: RO0004; CepTvchrKkaT COOTBETCTBUA HMMN (GMPY): ZVA/LV/2022/002H

KommeHTapuu:  Het

3asBneHye 0 CepTUdMKaLM:
«HacTosAwmMM A YAOCTOBEpPAK, HTO npuBeAgHHas BbilE MHbopMaLuA ABNAETCA [OCTOBEPHON M TOUHOM. OTa
cepus npopykuun Geina npouasefeHa (BKNKOYAA ynakoeky/ MapKMpoBKY) W MPOBEASH KOHTpONbL €€ Ka4ecTea Ha

BbILUEYNOMAHYTOM yuacTke 8 MOMHOM cooTBETGTBMM G TpeGOBaHMAMU NpaBun Haanexaulen Npov3BOACTEEHHON
NpaKTMkY W B COOTBETCTBAM C TpeBOoBaHUAMH PErMCTPaLMOHHOMO AOCEE »

YNONHOMOYEHHOE NHL:

TarteaHa Byns YnonHoMo4eHHoe nuuo 12-05-2022 12:27:24 +02:00 TMT
(UIma damunns) ([omKHOCTS) (faTta)

[lokymeHT nogrmicad S718KTDOHHOH MOAMACHIO

WpexTudukaums hopmsl oT4éTa/ BOpCUs: GRX-RUS_FDF_RUS 10 Coapano: Tatjana Bula
MporpammHoe obacne’eHHe - SampleManagerLIMS 12.1. SP.2 12-05-2022 09:28:03 +00:00 TMT
YHUKaN6HbIA HOMEP 3anvck/ Bepcua; ZOOBFBES-ZFCE—4BA2-B42E-EEF260&3FEFA! 1 KoHTponwpyemas konus Ne: 1
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