Joint Stock Company “Grindehs”

53K

Grindex

CEPTUOWKAT AHAI30B W CEPTUS®UKAT COOTBETCTBUA

Ne 22-003388/01

Toproeoe HaMMEHOBaHWE NPOAYKTA!
MexayHapoaHOe HenaTeHToBaHHoe HavMmeHoBaHue: MensgoHui
Cepwua Ne 2380222

[aTa nponssoacTsa: 13.02.2022

KonuuecTBO Npoaykuuu B cepuu: 8757 ynak.

stpils Street, Riga, LV-1057, Latvia
Phone: +371 67083205, +371 67083500

MunapoHat® kancynel 500 mr

Ynakoeka Ne 60

AHANU3bl BbINOAHEHLI B COOTBETCTBUM C TpeboBaHuAMU NC-001115-120511 ¢ namererHuamu Ne 1, Ne 2, No
3, Ne 4, Ne 5, Ne 6 uNe7 (NormDoc-DP000173/7, Annex-ND000322/3, Annex-ND000412/3, Annex-
ND000462/3, Annex-ND000514/3, Annex-ND0O00570/2, Annex-ND000613/2, Annex-ND000624/2)

Mokasatenu TpeGosaxua PesyneTaThi 8Hanu3os
OnuncaHue Taepasle xenatuHoBble kancynbi Ne 00, Teepable xenatuHosele kancynsl Ne 00,
KOpNyC W KpbilWweyka Genoro ygera. KOpnyc U Kpeiledka 6enoro useTa.
Copepxumoe — Genbii KpUcTannuyeckunia Copepxumoe - Genbli KpUCTanNM4eckni
NopoLIOK co cnabbiM 3anaxom. Mopowok nopoLLok co cnabeim 3anaxom. [opoLIoK
TUrPOCKOMUYEH, FUrPOCKOMNUYEH.
MNopnWHHOCTE

A. KayecTBEHHAA peakuWsa ¢ peakTueoM
[parengopca — obpasyercs opanrxesbli
ocapnok
BE. TCX - Ha xpomarorpamme
MCNBITYEMOro pacTBopa (TouKa 2) AOMKHO
HabnoaaTECs NATHO Ha YPOBHE OCHOBHOTO
NfTHa Ha xpomaTorpamMe CTaRfapTHOro
pacteopa 1 (To4xa 3)
CpepaHaa Macca CoaepKuMoro Ot 489,4 no 597,4 mr
Kancyns!
1 OAHOPOQHOCTE NO Macce He 6onee ABYX MHAMBWAYaNbHBIX MACC
OTKNOHAKTCS OT CpeaAHei Maccel Ha
senuuuHy, Npessiwakoulyio 7,5 %. Hu
OOHa VHAMBWUAYANbHAA Macca He A0MKHa
OTKNOHATLCA OT CPeAHer Macchl Ha
BanuuMHy, npessilaiolyio £15 %.

PacnagaemocTb He Bonee 20 muH {C AUCKaMU)
MoGTOpOHKUE NPUMEcH He Bonee 0,5 %
Bopa Or17.00021,0%

Mukpobuonorndeckas “ucrToTa re X, kateropus 3A, v E®
OT 95,0 o 105,0 % menbaoHWA
auruaparta oT 3asBNEHHOro KonuM4ecTea

KonuyecTseHHoe
onpegenexve

BbiaepxusaeT ucrnbiTaHve

BhlaepKUBAET MCNbITAHWE

543,7 mr

0,9 %; 0,8 %

4 MUH
Mewee 0,5 %
19,0 %
Bblnepmnaae'r ucnelTaHue
101,3 %

LoKyMEHT TOZANCAH SASKTP OHHOA AOAMNCLI0

ViaeHTudrkauns hopmel aruéTal epcna: GRX-RUS_FDF_RUS 9
Iporpam=oe obecne e - SampleManagerLIMS 12.1. SP.2
YHUKANBHBIA HOMEP JANKCKH/ BEPGHA! OQFBEM4-82DEr48F4-862B-SQGTZCSEBEGZ'1

CTpanuua 1/4

Coanaro: Natalja Kirejenkova
18-03-2022 11:36:42 +00:00 TMT
KoHTponupyemas konua Ne: 1



Grindex

CEPTU®UKAT AHANN3O0B 1 CEPTHOUKAT COOTBETCTBUA

Toprosoe HaumeHoBaHWe NpoayxTa:

Joint Stock Company "Grindeks”
53 Krustnils Stieet,

Phans: +371 670683205, +371 67083500

Ne 22-003388/01

MexayHapoaHOe HENaTeHTOBAHHOE HauMeHoBaHwe: MenpgoHui

Cepun Ne 2380222

[ara nponasoacTsa: 13.02.2022
KonvdecTBO npoaykuuu B cepuu: 8757 ynak.

Riga, LV-1057, Latvi

E-mail; grindeks Ddrindeks v
el seu
tion No. 40003034935

ia
Unifizd regist:

Munpgporat® kancynst 500 mr

Ynakoska Ne 60

Mokasartenu TpebosaHna PeaynbTaThl 8HaNM3oB

YnaxoBska Mo 10 kancyn B KOHTYPHOR AYERKOBOH Mo 10 kancyn B KOHTYPHO! AYERKOBOR
ynakoBKe U3 NNeHKK YNakoBKe U3 MIIEHKN
NONUBMHUNXNOPUAHOW C NONUBUHUIXIIOPUAHOH C
NONUBUHWNMASHXIOPUAHBLIM NOKPBITYEM W NOMUBUHUNINAEHXNOPUAHEIM NOKPbITUEM W
anioMuHveBon gonsrn. Mo 2, 3, 6, 9 unw anomuiresoi donbri. Mo 6 KOHTYPHBIX
12 KOHTYPHbIX AHEAKOBBIX YNIAKOBOK AYEAKOBLIX YNakoBOK BMECTE C
BMECTE C WHCTPYKLIMER NO NpUMEHEHWIO WHCTPYKUMEl NO NPUMEHEHNIO NOMEeLLeHbI
NOMELLAKT B KapTOHHYK nadky. B KAPTOHHYK Mavky.
Ha nadke MoeT GbiTb HaHeCeH cTukep Ha nayke HaHeceH CTUKep ANS KOHTPONS
ANS KOHTPONA NEPBOrO BCKPLITAA NepBOro BCKPLITURA,

MapkvpoBKa Ha KOHTYpHO RUENKOBOW yNakoBKe Ha Ha KoHTYPHOM A4EiKOBOW ynakoeke Ha

YHUKaNbHLIA HOMED 3anucK/ BEPCHA.

PYGCKOM R3blKe YKa3blBaoT TOproBoe
HassaHWe npenapaTac
npenynpeuMTeanoﬁ MapKknpoBKoi ®,
MEX/IyHapOAHOE HENaTeHTOBAHHOE
Ha3BaHwe, A03UPOBKY,

nexapcTBEHHY hOopMY, KONM4ecTBO
Kancyf, TOBapHbIA 3HaK NpeanpuaTUs-
NpoOV3BOANTENA (NATUHCKM wpudtom), a
TaKKe HOMEp CEPUM W CPOK rogHOCTH,
KOTOpbIE

HaHOGCATCS METOAOM TUCHEHWA UK
neyaTu.

Ha nadke Ha pYCCKOM si3blke yKasblBakT
HazBarue NMpeanpuATUA-TPOU3BOANTENA,
ero afpec v ToBapHbIA 3HaK (naTUHCKUM
LwpKrcToM), TOProBOE Haseakne
npenaparac npeaynpeanTensHon
MapKupoBKor @,

NeKapcTBEHHYHO (hopMy, AO3UPOBKY,
MeXayHapoaHoe HenaTeHToBaHHOe

PYCCKOM #3biKe Yka3aHOo TOproeoe
Ha3BaHWe npenapara ¢
npeaynpeauTessHOM MapkupoBkoi ®,
MeXayHapo4HOe HenareHToBaHHoe
HaasaHWe, [AO3NPOBKE,
nekapcTeEHHas opma, KonM4ecTso
Kancys, TOBapHbIFA 3HaK NpeanpuaTHs-
NpoM3BOANTENA (NATUHCKIM wpudptom), a
TalKe HOMep Cepui 1 CPOK rOAHOCTH,
KoTOpbie
HaHeceHbl METOLOM TUCHEHUS.

Ha nauyke Ha pyCccKoM A3biKe yKadaHo
HazBaHwe NPeAnpUATUS NPOW3BOAWTENS,
ero afpec v TOBapHLIMA 3HaK (NaTUHCKUM

LwpWpTOM), TOpProsoe HassaHue
npenapara ¢ npeaynpeauTensHoM
vapkupoBkoi ®,
nekapcTaeHHan opma, 403npoBka,

MEXOYHEpOAHOE HenaTeHToBaHHOoe

HazaBaHwe, KONWYEeCcTBO Kancyn s YNakoBKe, Ha3BaHWe, KONWMYECTBO Kancyn B yNakoBKe,

HasBEaHUe 1 cofepKaHne OencTByoWero
BellecTsa B OQHOW Kancyne, yenosna
otnycka, cnocob

Ha3BAHWE W COAePXKaKKWe AeNCTBYIOWEro
BELLeCTBa B OQHOW Kancyne, ycnosua
oTnycka, cnocob

LokymeHT nognucad BNEKTDOHHORA MO4MHCEI0
Waertndnkaumna hopmel oT4éTal Bepcus; GRX-RUS_FDF _RUS 9
[IpOrpamMM=oe 0GecneHeHie - SampleManagerlIMS 12.1. SP.2

09FBE414-82DE-46F4-B62B-69672C5B86C2/ 1
Ctpanuua 2/4

CoszaaHo; Natalia Kirejenkova
18-03-2022 11:36:42 +00:00 TMT
KoHTponupyemasn Konua Ne: 1
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Grindex 55

CEPTUGUKAT AHATU3OB W CEPTUDKKAT COOTBETCTBMNA %W_'?
Ne 22-003388/01 "

Toproeoe HalMEHOBaHWE MPOAYKTa! Mungpoxat® kancyrisl 500 Mr

MexayHapo/iHoe HeNnaTeHTOBAHHOE HaumeHoBaHwe: MerpgoHii

Cepua Ne 2380222 Ynakoska Ne 60
[lata nponasoactsa: 13.02.2022

KonuuecTso npoaykumuu B cepun: 8757 ynak.

MokazaTtenu TpeboBaHus PeaynbTaTbl aHANW308

npuMeHenns, «MprMeHsTs No npumeHeHud, «(pUMeHsaTL Mo
HasHaveHuio Bpaday, «lepeq HasHaveHuio Bpadar, «lepen
NpUMEHEHWeM NPOHHUTAATE MHCTRYKLMIO NO NPUMEHEHUEM NPOUUTAATE UHCTPYKUMIO
NPUMEHEHUIO, YCIIOBUS XpaHeHWs, M0 NPUMEHEHUION, YCIIOBUA XpaHeHus,
«XPaHUTL B HEAOCTYNHOM ANA aerew «XpaHuTL B HEQOCTYNHOM ANA neten
MmecrTel», HoMep PerucTRaynoHHOro mecTe!», HoMep perucTpayuoHHOro
YAOCTOBEPEHNS, LUTPUXOBOW KOA, YAOCTOBEPEHWA, LWITPUXOBOW KOG,
BHYTPEHHUI KOA MaKeTa NPOU3BOAUTENA, BHYTPEHHUIT KO MaKeTa NPOU3BOAUTENS,
BHYTPEHHUIA hapMKOA NPOU3BOANTENA. gHyTpeHHWIA hapMKOA NPOU3BOANTENS.
Taloke ykasbiBaloT: HOMEep Cepuu, AaTy Tawke ykasaH HOMep cepui, aata
NPOW3BOACTBA U CPOK FOAHOGTH. NPOM3BOACTBA W CPOK MOAHOCTH.
Ha nayke A0NONHWTENbLHO YKa3biBaioT Ha navke 4ONONHMTENLHO yKalaH
TOBApHLIN 3HaK BNagenbua rpau4eckoro TOBAPHBbIV 3HaK Brafenblua rpatu4eckoro
aneMeHTa, rog paspaboTku anaaiita anemenTa, rof paspaboTki AvsanHa
yniakosku1 1 o6o3HaueHve B1aa ynakoBkv 1 06o3Ha4eH1e s1aa
yNaKoBOYHOro MaTepuana. yrakoso4HOro Martepuana.
B oTAenbHbix cny4asx MoryT BbiTb Ha nadke ykasaHb! BHyTPEHHWE KOOkl
yka3aHbl BHYTPEHHWE KObI TUnorpadguu. Tunorpaguu.
Ha GokoBOM Knanaxe moryT BbiTb Ha BoKOBOM KnanaHe HaHeceHsl CpeacTsa
HaHeoeHbl CpeacTsa naeHTUgKaLm uasHTUMKUKALUA.

Madka RU8.500.60

HCTPYKUWA RU/C/500/8

XpaHexune Mpu TemnepaTtype He sbille 25 °C.

CpOK roaHoCTH 4 ropa opeH go 02.2026

QaknioueHWe; cooTsetcTayeT TpeGoBaHnAM 1C-001115-120511 ¢ namereHusimin N 1, Ne 2, Ne 3, Ne 4,
Ne 5, NeB mNe7

YTBEpHKAEHO:
PykosoguTens nabopartopuu
CunTa AHTOHOBUYE KOHTPONSA KxavyecTea 18'03'2022 12:49:13 +02:00 r™MT
(Vv Pamunis) (DonmKHOCTb) (OaTa)
LokymeHT nognncan BOKTDOHHON MOATHCEIO I —

WaeHTUdMKaUnA hopmbl oT4éTa/ BEPCURA! GRX-RUS_FDF_RUS 9 CoapaHxo: Natalja m-.:Lenkova
[IporpammiHog 0Becne emms - SampleManagerlIMS 12.1. SP.2 18-03-2022 11:36:43 +00:00 TMT
VHUKANBHBIA HOMED 3aNMcK/ BEPCUS. DQF6E414-BZDE»46F4-BB?.B-695TZCSBBGCZ:‘ 1 KoHTponupyemas konua Ne: 1

Ctpanuua 3/4



Jowit Stack Company “Grindehs”

G ri ndex 53 Krystpls Strzet, Riga, LV-1057, Latvia
Phore: +371 67083205, +371 67083560

CEPTU®UKAT AHAN30B 1N CEPTH®UKAT COOTBETCTBUA
Ne 22-003388/01

Toprosoe HaumeHoBaHWe NpoayKTa: MunapoHat® kancyns 500 mr

MexayHapoOHoe HenaTeHToBaHHoe HaumeHosaHue: MemsgoHmi

Cepus Ne 2380222 Ynakoska Ne 60
[ata npowssoactea: 13.02.2022

Konu4ecTBO Npoaykuvn B cepun: B757 ynax.

Homep PerucrpauyoHHoro Y[0oCTOBEPEHUA: Nc-001115

MpoussopuTenb:

MpounaBopcTeo NeKapCcTBEHHOW opMbl:

AQ «TpuHaekcy, yn. Kpycrnunc 53, Pura, LV-1057, Nataus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpOM3BOACTEEHHON NHUEHINK: R0O0004; CepTucmkat cOCTBETCTBUA HMM (GMP): ZVA/LV/2019/016H
MepsnuHas ¥ BTOpUYHaA/noTpeGuTenbCKkas ynakoska:

AO «[purgexcy, yn. Kpyctnune 53, Pura, LV-1057, Nateus/ JSC “Grindeks", Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpPOU3BOACTBEHHON NKLIBH3NM: R0O0004; CepTudmkaT COOTBETCTBUSA HMN (GMP): ZVA/LV/2019/016H
KoHTponb KavecTsa:

AO «punHgekcy, yn. Kpyctaunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks", Krustpils Str.53, Riga, LV-1057, Latvia;
Homep Npou3BOACTBEHHON NULEH3UK: RO0004: Ceptucpukar cootaeTcTaua HIM (GMP): ZVA/LV/2019/016H
BbinyCKaIOLLWMA KOHTPO/Nb Ka4ecTsa (cepTvchuKauma cepuu):

AO «punexcy, yn. Kpycrnune 53, Pura, LV-1057, Nateus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NPOW3BOACTBEHHON NUUEeH3uu: RO0004; Ceptuchuiar cootaeTcTaua HIM (GMP): ZVA/LV/2019/016H

KommeHTapuu:  Het

3asBnexue 0 CopTHUKaLA:

«HacTosMM A YROCTOBEPAID, UTO NpUBBAEHHaAR Bbille MHopMauus ABAAGTCA AOCTOBEPHOM W TouHOR. 3Ta
cepusi NpoAykuWK Gbina npou3BeneHa (Bxniovas ynakosky/ MBpKMPOBKY) ¥ MPOBEABH KOHTPONE €8 KayecTea Ha
BLILIEYNOMSHYTOM Y4aCTKe B NONHOM COOTBETCTBMWA C TpeboBaHusiMu npasun Hagnexalleli NpoW3BOACTBEHHOM
NPaKTUKK W B COOTBETCTBMW G TpeGoBarMaMM PErMCTPAUMOHHOM A0CHE »

YnonHoMoueHHoe Nuuo:

Hatanea KupeeHKkoBa YnonHomo4YeHHoe niuo 18-03-2022 13:36:13 +02:00 FMT
(MmA damunua) ([lonKHOCTE) (DaTa)

LoKymMeHT noamicaH SIIEKTDOHHOH NOGMHCHIO

MoeHTrrkauma GopMbl oT4éTal BEpCUR! GRX-RUS_FDF_RUS 9 Coapano: Natalja Kirelenkova
[IDOrpamIHOE 0B3CIEYERAS - SampleManagerLIMS 12.1. SP.2 18-03-2022 11:36:43 +00:00 TMT
YHMKANGHbIA HOMED 3aNucKk/ BEQCUA: OQFSEA14-82DE-46F4-BBZB-6967205886C2! 1 KoHTponupyemasn korna Ne: 1

Crtpanvua 4/4




WXOBA THO pé4

«CBefeHna 0 BBOAE B rpaxaaHckuii odopoT B Poccuitckon @efepalun fNexkapcrBeHHbIX
cpencTs no coctoaHuio Ha 05.04.2022 10:46»

Kaprouuse/ ~

NC-001115-120511; Hom. Ne7
JIC-001115-120511

x Opranmianns,
HaTta snecenva B {Ipoussonurens Caenenuns o PR Homep Homep, nara
ANC Toprosoe HAHMEHOBAHNE {BLINYCKAIONIHI Crpaua CTAAHRX HopmaTuenas noxymenrauns Fpaacaantxnl CepHH, PAIpCIICHAS Ha
Pocnpasnnsopa KONTPUNL) HPOH3BOACTRA NAPTHH Him
obopoT
NIC-001115-120511; Ham. Nel &
JIC-001115-120511; Ham. Ne2
MHILIEOHATS, AKUHOREDHOE JIC-001115-120511; Ham. Ne3
salsionpiieinimdil Foicms g i Ofuectno JIC-001115-120511; Ham, Ned x 000 Tpwmpere [ oo,
30.03.2022 mﬂﬂzanxx w:ﬂ:rcmz.u T IHCCTEO: s ARBHA "Tpunjexc”, JIC-001115-120511; Ham. Ne5 x Pyc” = i
HypApE (6] nassn puEAcKs Tarus TIC-001115-1205 1 1; Hone. Nofs




