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CEPTUOUKAT AHANW3OB U C EPTUGUKAT COOTBETCTBUA
Ne 21-014300/01

Toprosoe HauMeHOBAHWE NPOAYKTa: MWUNAPOHA I'® kancynsi 250 Mr

MexayHapoaHOe HeNaTeHTOBaHHOE HaumeHoBanwe: MensgoHA

Cepua Ne 3120821

[ata npouseoacTsa: 28.08.2021

KonuuecTso Npoaykuwu & cepun: 26937 vnak.

AHanU3b! BLINONHEHB! B COOTRETCTBUM C TpeBoranmamu HI N NO16028/01-300909 ¢ uamereruamu Ne 1, Ne

2. Ned Ned Neb5 NeB Ne7wmhNe8 (NormDoc-DP000079/2, Annex-NDO00042/2, Annex-ND000240/3,

Annex-ND000277/2, Annex-ND000321/3, Annex-ND000443/2, Annex-ND000489/4, Annex-ND0O00488/3,

Ynaroexa Ne 40

Annex-ND000513/3)

Mokazarenu TpebosaH1a PeaynbraThl aHANM3OB
Onucanwne Teepasie KenaTuHOBbIE Kancy bl Ne1t TeepAkLIe KeNaTUHOBLIE Kancynbl Ne1
Benoro Lpeta. Coaepxumoe - Geneid Henaro useTa. CoAEpKUMOE - SenbiiA
KPUCTaNNUYECKMIA MOPOLIOK O cnabeiM KPUCTANNWYECKUHA NCPOLUOK GO cnabbim
3anaxoM. MopoLwWwoK rurpockonu-eH 3anaxom. MOpPOLIOK TUFpOCKONUYeH
MNopnuHHOCTE A, KauecTeeHHAR peaKkuis C PEaKTHBOM BhIfepKUBART UCMBITAHKE

[parenpoptha - oBpasyeics OpaHMEBLIA
0CapoK

5. TCX — Ha xpomatorpamme
MCMBITYEMOrO pacTeopa (Touka 2) A0NXHO
HaBnoAATLCR NATHO Ha YPOBHE OCHOBHOMO
AATHA Ha XPOMAaTorpamMme CTAKAAPTHOM
pactsopa 1 (touka 3)

BeigepxueaeT ucneitasue

CpeaHan Macca CoAepxMMOro Ot 2445 no 298,9 mr 270,6 mr
Kancynei
1 0AHOPOAHCCTE NO cpearer  OTKNOHEHME MACCHI COAZPXUMOTO Kamaow 1.2%:13%
Mmacce Kancynkl 0T CPEAHER MacChl HE AONKHO

npeswiwate * 10 % , 38 UCKNIOYSHUEM

AByX Kancyr, B KOTOPbLIX ,ﬂOI‘ly‘CKBBTGQ

oTknoHeHue 2o £ 20 %
PacnagaemocTs He Gonee 20 MUH (C AUCKEMHU) 5 MuH
Bopa OT117.08021,0% 18,6 %
Mukpobuonorudeckan yncrota F® Xiil, kateropus 3A, vnu E® BoigepxneasT UCNbITaHWE
MNOCTOpOHHAE NPUMECK He Gonee 0,5 % Menee 0,5 %
KonudecTeerHoe O1 95,0 % 70 105,0 % rensaoHus 100.3 %
onpageneHue avrugpata or 33ABNEHHOrO KoNnn4YecTea

LOryMEHT NGAMHC 3N SAEKTPORHOA NOAMACHO
UpenTudmkauna dopmel 0THETa/ Bepcus: GRX-RUS_FDF_RUS 8
Mporpasemsce ofecnavenne - SamplelanagerlIMS 12.1. SP.2
ViukansHeil HOMED 3anuck/ Bepcus; FA4EAFED-8340-4C6B-A31C- C55D4CDECIEN

CrtpanuLa 1/5

oy 'Cbmauo:' ﬁat_alidél(iré}eﬂko%
11-10-202113:33:34 .»00:00 TMT
KoHtponupyauan konas Ne: 1
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Grindex

CEPTUOUKAT AHANV3OB U CEPTUGUKAT COOTBETCTBUA

Toprosoe HanMeHOBaHKWe NPORYKTa:

Joint Stack Compar ¢ "Grindexs”
53 Kructpils Straet 1ga, V-1

Na 21-04300/01

MexayHapoaHOe HENaTeHTOBAHHOE HaumeHoeanwe: MensgoHsi

Cepus No 3120821

Nata npowseoacTea: 28.08. 2021
KonuuecTso Npoaykyun B cepun. 26937 ynak.

GS7. Latvia
Phone: +371 6705 205, +371 67083500

E-mail: grindeks@grndais v
wnw.grindeks ey
Unifiad egistration No 4000303, 335
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MUNIPOHAT® kancynk 250 Mr

Ynaxopka Ne 40

Mokasarany TpebosaHua PesynbTaThi 8HANKW30B

Ynaxoska Mo 10 kancyn 8 KOHTYpHOA AYeikoBai Mo 10 KaNCY/ B KOHTYPHOR A4edKoBON
YNaKoBKe W3 NNeHKu yNaxoBKe U3 NNEHKKU
MONUBUHUNXNOPUAHOR © NONUBUHUAXNOPUAHOW C
NONUBUHKNUAEHXNIOPUAHBIM MOKPBITUEM W NONWMBUHUNUAEHXNOPHAHBIM NOKDBITHEM K
anomuHnesoit doneru. Mo 4 KOHTYPHbIE anioMuHesoit coneri. Mo 4 KOHTYpHbIE
AUBHKOBLIE YM3KOBKWM BMECTE C AYENKOBLIE YNaKoBKu BMECT8 C
WHCTPYKLMER NO NPUMEHEHUIO NOMELLBI0T WHCTPYKUMEN NO NPUMEHEHUIO NOMELLEHEI
B KapTOHHYIO NaudkKy. B8 KAPTOHHYH NAYKy.
Ha nauxe MoxeT BbiTs HBHECEH CTUKED Ha nauke HaHeceH CTUKep ANA KOHTPONA
ANA KOHTPONS NEPBOrV BCKPbLITUA. NepBoro BCXPbITHA.

MapkuposKa TeKeT MAPKMPOBKA Ha PYCCKOM A3bIKE. Ha  TeKcT MapkvpOBKW HA DYCCKOM AIBIKE. Ha

KOHTYDHOM AYEAKOBOR yNaKOBKE
yKa3bIBAKOT. TOPFOBOE HA3BAHUE
npenapaTac npeaynpea1TensHoO!
mapkupoBKoi ®, MexayHapoaHoe
HENATEHTOBAHHOE HA3BaHue, AO3UPOBKY,
neKapcTBeHHyIo (hopMy B POAUTENEHOM
nagexe,

KONMWYECTBC Kancyn, TOBaPHbIMA 3HaK
npeanprATUA-NPOU3BCATENA (naTUHCKUM
LpKdITOM), @ TaKKe HOMEP Cepyin v CpoK
rOAHOCTH, KOTOPBIE

HAHOCATCA METOAOM TUCHEHWA AW
neyaTu.

Ha KOHTYPHYI0 AUERKOB K0 YNaKOoBKY
AONONHUTENBHO MOryT ShbiTe HAHECEHD!
BUAMMBIE B NCNAPUIOBAHHOM CBETE
3aUliuTHbI2 METKW.

Ha nadke Ha pyCCcKOM £3bike yxasbraalo‘r:
HajeaHKe NPOUABOANUTENSA, ero aapec U
TOBAPHbIA 3HAK (NaTUHCKUM WprdTOoM),
TOProBoOE Hajeawue npenapata ¢
npenynpevMTensHoR Mapkuposkol ®,
MEXAYHAPOAHOE HeNaTeHToBaHHOE
Ha3BaHWe, NexapcTaeHHylo Gopmy

KOHTYPHOW AHEHAKOBOMA YNAKOBKE yKAIAHbI:
TOpProBoe HaasaHue npenapata ¢
npeaynpeauTensbHOR mapkuporkoi ®,
MesdyHapOAHOE HeNaTeHTOBAKHOE
Ha3BaHUE, A03MPOBKA, NEKAPCTBEHHARA
hopMa B POAMTENBHOM NAREME,

KONWMECTBO Kancyn, TOBAPHLIU 3HEK
npennpmmﬁ-npousso.qmenﬂ (NAaTHUHCKUM
WPUTOM), 8 TaKKE HOMEP Cepuu W CROK
rOAHOCTH KOTOpbIE
HaHeceHs! METOAOM TUCHEHUA.

Ha KOHTYPHYH0 RYEHKOBYIO YNaKOBKY
NONOAHWUTENEHO HE HAHECEHb! BUAUMBIE B
NONAPW30BAHHOM CBETE JALUMTHBIE METKU.

Ha nayke Ha pyCCKOM A3biKE YradaHbl
Ha3paHue NPOMABCAUTENR, €ro AAPec U
TOBAPHLIA IHAK (NATUHCKUM wprdTom),

TOpProsoe Haleaxue npenapara c
npegynpe.qmenbnon MapKMpOEKOM ®,
Mem,quapﬁgHoe Henaremonaunoe

Ha3B2HNE nexapcraeunaa cbqpma

VReHTHEMKALUMA DOPMBI OTHETA/ BEPCHS: GRX-RUS_FDF_RUS 8
TIBOrpassns OEECHEYeHI0 - SampleManagerl IMS 12.1.°5P.2
VHUXANBHER HOMED 3anHCH/ Bepcua: FA4EAFED-8340-4CBB-A31C 3C55D4CDEC3E/ 1

LokymenT noanyicad BAEKTPOWHON NOZMACHIO R R

. Coznano: Nala lia Kirejenkova
1€ 10-2071 13;33:34 +00:00 TMT

T Koumannpveuan konua New 1

Crpanuua 2/5 1




Grindex

CEPTUGUKAT AHANTUM3OB U CEPTUDUKAT COOTBETCTBUA

Toprosoe HauMeHOBaHKE NPOAYKTa:

Joint Stock Comp vy “Grindess”
57 Krustpils Stree | Riga, LV-1057, Latvia

Phone: +371 670t 31205, +371 67083500

Ne 21-014300/01

MexayHapoaHOe HENaTeHTOBaHHoe HAUMBHOBAHUE! MerisgoHmi

Cepus Ne 3120821

[arta npowssoacTea: 28.08.2021
KONMUECTRO NPoAYKLMK B cepuv: 26837 ynak.

E-mail; grindeks Dgrndeks v
winw.grindeks ey
Unifiad registration to. 4000303, 335
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MWUNOPOHAT® kancynsi 250 Mr

Ynakoeka Ne 40

NokazaTtenu TpebosaHra PeaynbTaTsl aHaNK3cs

B POAMTENBHOM NBABKE, KONWYECTBO 8 POAMTENLHOM NEASNe, KONUUeCTBO
Kancyn e ynakoBke, AO3WFOBKY, HAIBAHWE  Kancyn s ynakoBxe, AOIMPOBKA, Ha3eaHue
W COAepKaHWE AeRcTBYIOLEro BeLLlecTEa U COABPXaHUe NefcTRYIOLEro BRUECTBE
B OAHOM Kancyne, yCNoBUA OTNYCKE, B OQHOIA KANCyne, yCNoBWa oTNyCcka,
cnocof npumeHeHuA, «Moxka3anna K cnocob npumeHeHus, «MoKa3aHUR K
npuMeHeHno’ CHUREHHas NpUMEHEHo: CHUXEHHE R
paboTocnoCoBHOCTL, YMCTBEHHbIE U paBoTOCNOCOBHOCTE, YMCTBEHHBIE U
huan4ecxue neperpyakur, «CyTounas husuHeckue neperpyakns, «CyrouHas
[03a anNA BIpOCNLIX COCTaBNAeT 500 Mr (2 A03a ANA BIPOCNbIX COCTABNRET 500 mr (2
kancynsl)», «Mepes NpUMeHeHRneM kancynsi}», «Mepes npUMeHe-1em
NPOYUTARTE MHCTRYKUHIO NO NPOYMTARTE UHCTPYKLIMIO 110
MPUMEHEHMION, YCNOBWA XPaHeHUs, NPUMEHEHUIO », YCNOBIUA XPaHEHUR,
«XpaHWTL B HEAOCTYNHOM ANA AeTel «XpaHUTL B HEAOCTYNHOM ANA AeTed
MmecTel», IUTPUXOBOW KOA, HOMEP MecTe!n, WTPUXCBOHR KOA, HOMED
PErucTpauMoHHOro YAOCTOBEDEHNA, PErMCTPALKOHHOrO YROCTOBEREHUA,
gHyTpeHHWA hapMKoa NPOUIBOAUTENA, BHYTPEHHWA hapMKoa NPOU3BO/IUTENA,
BHYTPEHHUA KOA MaKeTa NPoM3IBoOAMTENA, SHYTPEHHUIA KOQ MaKETa NPOUABOAKTENA,
YHUBEPCANbHBIA KOA nepepaBotku (PAP), yHWBEpCanbHeIl kod nepenaboTku (PAP),
a Takxe HOMEep Cepwu, Aary a TaKe HOMEp cepuwm, fata
NPOWM3BOACTBA, CPOK FOQHOCTH. MPOU3BOACTEA, CRPOK FOAHOCTH.
Ha nayxke ACNOAHWTENBHO YKA3LIBAKOT. Ha nauke QONONHUTENLHO YKa3aHsl
TOBAPHBIA 3HAK BNAASNkUa rpadnyeckoro TOBAPHBIA 3HAK BNAAENbUA rPahUHEecKoro
3neMenTa, rof paspaboTku gulanta anemenTa, rop paspaboTku AuiaiHa
ynakosku v 06o3Ha4eHWe Buaa ynakoskv n ofoaHaveHre Buaa
YNakoBOYHOO MatTepuara. YNaKoBOYHOTO MaTepuanii.
B 0TAENbHbIX CNy4Yanx MoryT BuiTe Ha nayke yKaaaHs! BHYTPEHHUE KOAbI
YKa33HbI BHYTPEHHME KOAB! THNOrPahum. Tinorpaduu.
Ha Bokosom KnanaHe MoryT BeiTe Ha BokoBOM KNanaHe HaHeceHs! cpeacTea
HaHeCeHbl CpeACTBa MaeHTUdmMKaUWK. MAEHTMDUKALWA.

Mauka RU1 5.250.40.0TC

UHETPYKUMA RUIC/250/14_OTC

XpaHeHue Mpu TemnepaType He Buiwe 25 °C

CpoX roaHoCTH

4 ropa

Fanen 0 08.2025

LJOKYMEHT MOAMHCAH INERTROHHOA NOANHCEK
MneHTHUKaUMA (hopMbl 0TuETal Bepous. GRX-RUS_FDF_RUS 8

[1porpavusoe OOSCneyeHns - SampleianagerlIMS 12.1. SP.2

YHUKANEHBIA HOMED 3AMUCKH/ BEDCUAT F44EAFED-934D-4C6B-A31C-8CESDACDECIE/ 1

CrpaHuua 3/5

Coznawp: Natalja Kireenkova
11-10-2021-43:33:35-F00:00 TMT
KOHTponupyeMan xonua Ne: 1
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CEPTUOWUKAT AHANMN3OB U CEPTUOUKAT COOTBETCTBWA E
Ne 21-014300/01

Toprosoe HauMEHOBaHNe nponykTa: MWNAPOHAT® kancynk 250 mr

MexayHapoaHoe HenaTeHTOBaHHOE HaumeHoBaHue: MensgoRni

Cepus Ne 3120821 ynakoeka Ne 40
[lata npon3asoAcTea: 28.08.2021

KonMHecTso NpoayKLAv B Cepui: 26937 ynak.

JaKnioueHne: CcooTBeTCTBYEeT rpeBosaruam H n 016028/01-300908 ¢ sameHeHuama Ne 1, Ne 2, Ne 3,
Ne 4, Ne 5, NeB, Ne7mNe8

YTRepWAEHO:
PyKoBOAUTENE naBopaTtopun
CunTa AHTOHOBWNE KOWTpONS K34ecTea 11-10-2021 16:25:37 +03:00 rMT
.- L KORTP T e e =
(Mms DamMunun) (QLoMWHOCTS) (Aata)
i i . ol ,ngyuem AOAMHMCaH SNEKTPOHHON NOANACEID . o
nenTudvkauua opubl OT ral sapcun: GRX-RU _FOF_RUS 8 Co! x lja Kirej
[Ipor panest=08 OEBCAEYEHHE - SampleldanagartiMS 12.1. sP.2 11-10—"23‘0?? qlr;.a;‘.%lg '-f&)etlggkrﬁ‘?
YHAKENLHER HOMED 3ANUCH/ BERCHA F44EAFED-934 DaCﬁE-A:‘.iC-BC55D4CDECJEi 1 Koméoﬁ&p%‘haa xona Nt 1

Crpanu1ua 4/5



Jo nt Stack Comps y “Grindeke” E-mrail: grindeks@grindels v

G : d 53 Kruslpiis Streg! Riga, LV-1057. L e Bringexs ey
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EAE
CEPTUGWKAT AHAIM3OB W CEPTUOUKAT COOTBETCTBWUA ﬁ%
Ne 21-0 14300/01

o

Toprosoe HavuMeroBaHne NPoayKTa: MWUNAPOHAT® kancynbi 250 mr

MexayHapoaHoe HenaTeHToBaHHOe HaumeHosaHwe: MesbgoHind

Cepua Ne 3120821 Ynakoeka Ne 40
[ava npou3sCACTBa! 28.08.2021

KonuuecTeO NPoAYyKUMK B Cepunt 26937 ynak.

Homep PerucTpaiyMoHHaro Y aocToBepeHHs: M N016028/01

MNpoK3poaUTENb:

MponasoacTso nexapcTBEHHO! HOPMbI

AQ «puHgexcr, yn. Kpyetnine 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, -atvia;
Homep NPOMABOACTBEHHON MMUEHINN: R00004; CepTrdviKaT COOTBETCTBNA HMOM (GMP): ZVA/LV/201 9/016H
MaepenyHan K BTOPUYHAR/NOTPEGMTENBCKAR YNAKOBKA:

AQ «[puHaekcy, yn. Kpycrnune 53, Pura, LV-1057, Natsus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, _atvia;
Homep PON3EOACTBEHHOM NULEHIUM: RO0004; CepTuduxaT COOTBETCTBHA HAN (GMP): ZVAJLV/2019/016H
KoHTponb kaqecTsa:

AO «Tpuraexcn, yn., Kpyctnune 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, .atvia,
Homep NPOKABOACTBEHHOM NULEHINK! R00004: CepryudmkaT coOTBETCTBUS HNN (GMP): ZVA/LV/2019/016H
BhiNyCKaoLnil KOHTpONL kavecTed (cepTuduKaLMA cepuu):

AO «[puraekcs, ya. Kpyetnanc 53, Pura, LV-1057, Nareus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, _atvia,
HoMEp NPoMaBoACTBEHHON NMUEH3NM: RO0004; CepTudvKaT COOTBETCTEUA HMN (GMP): ZVA/LV/2019/016H

KommeHTapun: Her

3aARMeHKE O COPTUDHUKALHHK.

«HacToRUMM A YAOCTOBEPSID, HTO npueedeHHas BbIWE wHpopMayma ABNAETCA [LOCTOREPHOR W TouHoW. 3Ta
cepua NPOAYKUUU fuina NponlBegeHa (BRAOHAEA ynakopky/ MapKMpoBKy) W NposeaeH KOHTROMb ee Kauecrsa Ha
BLILEYNOMAHYTOM Y4acTKe 8 MONHOM cootBETCTEBMKM C TpebopawvsMu npasvn Hagnexawen NPOM3BOACTREHHON
NpaKkTUKK 1 B COOTBETCTBUA C TpefoRaHUAMU PErMCTPaUMOHHOTD OOCbE »

YNONHOMOYEHHOE NKLO:

- HaTtanba KupeeHkoea YNonHoOMO4YeHHoE Nkuo 14-10-2021 16:31:19 +03:00 TMT
(WA Damunuda) (QON=HOCTB) (Darta)

[IoKyMEHT NOArHLaH SACKTPORHOA NOGMACHD . % :
NaenTudmrauns Gopmsl 0TuéTal BepiuR GRX-RUS_FDF_RUS 8 Coapamo: Natalia Kirelerkova
Fporpasismion 06ECnavqenne - SampleManagerlIMS 12.1. SP.2 - 11-10-2021,13:33:35 v00:00 I'MT
YHUKANBHBIA HOMED 33NUCH/ BEDCHA. F44EAFED-934D-4C6B-A31C-8C55DACNEC3ES 1 Ko&!pnﬁnoyman wonus Ne: 1

Crtpanmua 5/5




