3,

Grinde)i

Joint Stock Company “Grindeks”
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CEPTUGUKAT AHANTU3OB ¥ CEPTU®UKAT COOTBETCTBUA

Ne 21-017167/01

Toprosoe HanmeHoBaHWe NPOoAYKTa:
MeXayHapOAHOS HeNAaTeHTOBAHHOe HaumMeHOoBaHHe: MensgoHui
Cepun Na 7841021 :

[ara npouasopcTea: 03.“10.2()21

Konu4ecTso NpOAYKUMY B Cepu: 27048 ynak.
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MMMOPOHAT® kancynsi 250 Mr

Ynakoeka Ne 40

’

AHANW3b! BoINOMHEHb! B COOTBETCTBUW C TpasoaaHumvi HA M NO16028/01-300808 ¢ uameHeHusmu Ne 1, Ne
2, Ne 3, Ne 4, Ne 5, Ne 6, je7,Ne8BuhNa® (NormDoc-DPOOOUTQIZ. Annex-ND000042/2, Annex-ND0O00240/3,
Annex-ND000277/2, ‘ nex-ND000321/3, Annex-ND000443/2, Annex-ND0O0Q0498/4, Annex-NDQ00488/3,

Annex-NDO0D513/3, Annex-ND000612/2)

PesynsTaThi GHANKIOB

Mokasaranu TpebSosanna
Onucarvie | TBepAble KenaTMHOBLIe KAncynsl Ne1t Teepasle XenaTMHOBsIe Kancynel Na1
‘ Banoro yseTa. Coaepxumoa - Bensiit Genoro ypera, Copepxumos - Bensid
KpUCTENNNYECKWA NOPOLLOK CO cnabbiv KPUCTRNNWHECKUA NOPOLLOK CO cnabbim
3anaxom, MOopOLLOK rMIpoCKoNMHER sanaxom, MopoLIDK FUrPOCKCAUHEH
MoAnNUMHHOCTL \ A, KayecTBeHHaR PeaKUna ¢ peaKTMeoM BolgepxMBaeT UCnbITakue
! Nparexaopda - oGpaayerca opaHKenbid

. ocapoK
B. TCX — Ha xpomatorpamme
UenbITyeMoro pacTaopa (ToHka 2) ponxHo
HaBMIOABTLEA NATHO HE YPOBHE OCHOBHOTO -
‘NATHA Ha XpOMATOrpaMMe CTaHAAPTHOro
i pacreopa 1 (rouka 3)

CpeaHnn Macca Copepxumorc OT 244,5 00 28,8 M

Kancynbl’

14 OAHOPOAHOCTE NO CpeAHed OTKIOHEHWE MACCH! COREPKUMOTO KaXACH

Mmacce KBNCynbi OT CPeAHeil Macchl He ACIDKHO
npeebiwaTs £ 10 % , 38 HCKNIOHEHUEM
[ABYX KENCYN, B KOTOPhIX AONYCKAETCA
oTKnoHetve go = 20 %

PacnafaemocTs ‘He Bonae 20 MuH (¢ AUCKamMu)

Bopa or17,08021.0% .

MukpoBuonoruieckan yueTota|l @ XIll, kateropus 3A, um E®

MocTopoHHWe NPUMECH He Gonee 0.5 %
KonwyecTBEHHOE T 85,0 % Ac 105,0 % MensAOHUA
onpefieneHve MruppaTa oT JaRBNEHHOMD Konu4ecTsa

JIOKyMeHT NoanHcaH BIIEKTPOHHOH NOAMHESI0
9 .

AaeHTAGIMKBUMA OpMb orubral pepewn: GRX-RUS_F DF_RUS
Mporpasinoe oBBCABHOHHE - Samgpleia; MS 12.1. 5P.2 -
YinKaNbHBIA HOMED JBNKCW BEPCHAT EDOET557-2234-4E05-AE4E-BDCSBCF:_£E35N 1
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BblnepKveaeT UCMbITaHWe

271,7 wr

4.9 %;26%

7 MuH
' 188 %
BoiAepKUBasT UCNbITAHWE
‘Meree 0.5 %
98,5 %

" Ann
ASRNAPALAN
© COOTRETETEUH
HA4OCTEA
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CEPTUOVKAT AHANW3OB Vi CEPTUOWKAT COOTBETCTBUA
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Toprosoe HaumeuoaaHv{',e npopyktai  MWNAPOHAT® kancynbl 250 Mr’
MexayHapoaHoe HEMaTEHTOBAHHOE HAWUMEHOBAHME! Mensnonui

Cepus Ne 7841021

[ata npouasopcTea: 03.10.2021
Konw4ecTBo NPoAyKUMK 8 Cepuu: 27048 ynak.

1

[Mokasarenu

TpeGopanna

Ynakoeka Ne 40

PeaynbTaT aHanuios

yYnakoska

MapkvpoBKa

Mo 10 Kancyn & KOHTYPHOM AYeAKoBOR
YNAKOBKE K3 MNEHKA
NONUBMHUNXNOPHAHOA G
NONVBUHHIMAEHXNOPWAHEIM NOKPEITUEM W
aniomusHvuesol donern. Mo 2 un4 4
KOHTYPHbI& A4BIKOBEIS YNBKOBKK BMECTE C
M_Hcrpmmeﬂ O NPUMEHEHHIO NOMBLLAI0T
8 KEpPTOHHYIO NasKy.

Ha nauke MoxeT BbiTh HAHBCEH CTHUKeP
ANA KOHTPONR NEPBOrO BOKPBITWA.

TeKcT MapKWpOBKA Ha PYCCKOM AJLIKE. Ha
KOHTYPHOM AYelikoBOR ynakoake
yXa3bIBAIOT; TOProBOE HaasaKe
npefnapaTa c npeaynpeAuTensHoi
wapkuposkoit ®, mexayHapoaHoe
HENATeHTOBaHHO® Ha3BaHue, AO3VPOBKY,
nexapcTeerHyio popmy B POAUTENEHOM
napexe,

KONW4ECTBO Kancyn, TOBapHBIA 3HaK

. NPeAnpPUATUA-NPOUSBOAMTENA (naTvHckm
| wpmchTom), @ TAKKE HOMEP cepuv 1 Cpok

| rOAHOCTH, KOTOPRIS

| HBHOGCRTCA METOAOM TUCHEHUA KNn
NEeHATH.

'1 Ha KOHTYPHYH AHEKoBYI0 YNaKosKy

| JONOMHUTENLHO MOMYT BbiTh HBHECEHE!

i BUAMMEIE B NONAPUIOBEHHOM ceere

| sawuTHBIe MeTKA.
Ha naqke Ha pyceKOM A3bIKe YKa3bIBAOT:
Wa3BEHIAE NPOUSBOAUTENA, B0 BAPEC 1
TOBApHbIf 3HaK (NATMHCKUM wpucbToM),
ToproBoe HasaaHWe npenapata ¢

npep.ynpe.qmenunoﬁ Mepkuposkoii ®, npeaynped
MEXAYHEPOAHOE HENAaTEHTOBaHKOS Ma»gqyyfiﬁ‘
HasBaHWe, NeKapCTBEHHYI0 (opMy Ha3B ru
& . . o
[JOKyMEHT AOAIHEIH SNEKTPORHOR NOAMHCHI0 ‘&5 G

MperTrcrrauun hopmbl oTvdTa Mpﬁl‘n: BRX-RUS_FOF_RUS [}

TTporpamsHOs

obecnovenmna - Samp!

S 12.1, 5P.2

YHAKANEHRIA HOMED JANWCH BEDCHA EWE?GET—EQ:MEDS—AEAE-BDG&BDFES&N 1
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Mo 10 Kancyn 8 KOHTYPHOR aqefkoBOR
YNBKOBKE U3 NNeHK
MONMBURWIXIIOPUAHON C
NONVBUHANMABHXIOPUAHBIM NOKPLITHEM
aniomvHuesof Goneri. Mo 4 KOHTYpHbIE
fYeiikosble ynakosku BMecTe C
MHCTPYXUwel No NPUMEHBHWIO NOMBEHEI
' B KAPTOHHYIO NBMKY.

Ha nauke HAHECEH CTMKEP ANA KOHTPONR
NepBoro BCKPBITHA.

TeXCT MApKUPOBKM HA PYCCKOM A3bIKE. Ha
KORTYPHOM AUERKOBON YNAKOBKE YKa3aHb!
Toprosoe HaasaHue npenapata ¢
npeaynpeanTensHoi mapkrpoekof @,
MEXAYHEPOAHOE HENATeHTOBaHHDe
HEsBEHWE, AO3MPOBKA, NeKapCTBeHHaR
dopma B poaUTENBHOM nagexe,

KOMWHECTBO kancyn, TOBBPHLIA IHAK
NpeAnpUATUR-NPONIBOAVTENRA (naTvHCKAM
wprdhTOM), 8 TAKKE HOMEP CBpUY W CpoK
rOAHOCTU KOTOPRI®
HaHeceHbl MBTCAOM TUCHBHWA.

Ha KOHTYPHYIO AYEAKOBYIO YNAKOBKY
AD'I'lOnHlﬂTeanO HE HaHeceHbl BUOWMbIE B
NONAPHIOBAHHOM CBETE 3aUUTHbIE METKA.

Ha nauke Ha pYCCKOM R3bIKE yKasaHbi:
Ha3saHWe NPoW3BOAMTENR, 6ro aApPec U
ToBapHbIf SHaK (NaTUHCKAM wpudToM), |

Toprosoe Ha %’ TMpenapaTac




E-mail; grindeks@grindeks.iv
www. grindeks eu
Unified reglstration No. 40003034938

Jolnt Steck Company “Grindeks”

53 Krusipis Street, Riga, LV-1057, Latvia
Phane: 4371 67083208, +371 67083500
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CEPTVGUKAT AHATIV30B Y CEPTUOVKAT COOTBETCTBIA QE%@

Na 21-017167/01

Toprosoe HauMeHoBaHWe NpoaykTa: MWNOPOHAT® kancynbt 250 Mr
Memjuaponnoe HenaTeHToBaHHOe HawmeHOBaHWe: MensgoHnd
Cepus Na 7841021 ’
[lata npou3BoOACTEa: 03.10.2021 '
KONWHECTE0 NPOAYKUMM B cephi: 27048 ynak.

Ynaxkoska Ne 40

PesynsTaThl 8Kan1ios

Moxkasarenv TpeBopaHua
8 POAMTENBEHOM NEAEXKE, KONUHECTBO POAUTENbHOM Nagexe, KonuecTao
KaNGyn B YNAKOBKe, AO3MPOBKY, HAIBAHKE Kancyn B ynakoske, ADSUPOBKA, Ha3Banue
W copepaHue AeHCTBYIOWero BelecTea  “ copepxaHue RelicTByiowerc seecTea
B OAHOM KENCYNE, YCNOBKA OTMyCKa, ‘ B OAHOM Kancyne, YCNOoBWA OTNYCKE,
cnocoB nprmeHeHuA, «MokaaaHwa K cnocoB npumeHernA, «MokasaHys K
npMMEHEHWIo: CHIUAKEHHER npumeHernio; CHIDKeHHaRA
) pabotocnocobHOCT., YMCTBEHHbIA W paborocnocoBHocTs, YMCTBEHHBIE U
¢ huanHOCcKUe Naperpyarus, «CyTO4HER hr3anHecKve Neperpyskd», «CyTouHan
- po3a AnA B3pOCTbIX COCTaBNAET 500 mr (2 .[033 AnA B3POC/LIX cocrasnser 500 mr (2
kancynbi)», «lepea NpUMeHERem kancynbi)», «Tlepea NPUMEHEHUEM
NPOUMTARTE UHCTRYKUMIO NO npouuTaiTE MHCTRYKUWIO N0
npUMeHeHuIon, YCNOBIA XPAHBHWA, NPUMEHBHUION, YCNOBUA XpaHenns,
«Xp&aHWTb B HEAOCTYNHOM ANA petei «XpaHUTL B HEROCTYNHOM ANA peted
mecrteln, wrpuxosch xog, HOMEP MeCTeln, WTPMXOBOA KOA, HOMEP
. PErMCTPALMOHHOND YACCTOBEPSHUA, PErvICTPELIMORHOND YACCTOBEPEHUE,
« BHYTREHHWUA hapmkoA NPOV3BOANTENA, BHYTPEHHUA hapMKOQ NPOHIBOANTENSA,
* BHYTPEHHWA KOA MaKeTa npon3BoAUTeNA, BHYTPEHHWHA KO, MaKeTa NPOUIBOAUTENR,

yHUBEpCanbHEIA KOR nepepabotkn {PAP),
' a TaKKe HOMEp cepuu, AaTy
\ NPOMIBOACTRA, CPOK FGAHCCTH.

yHuBepcansHsIA koA nepepaBotiu (PAP),
@ TaKe HOMep cepuu, AaTa
POM3BOACTEE, CPOK FOAHOCTH.

Ha nauke AoNo/HUTENsHO YKassIBaT: Ha nayxke AONONHWTENBHO YKasaHsl
TOB8pHBIA 3HAK BNBAEIELE rpacuHeckoro ToBAPHLIT 3HEK BNAAENbUS rPatu4eckoro
anemenTa, rop paspaboTii AuaaiiHa _ anemexTa, oA paapaBoTki AusaiHa
lynaxoam u oBosKaveHve Buas ynakosku u oGosHaqeHne BUAB
‘YMKOBO‘!HOI’D martep4ana. WGKOBOMHDI'O Marepuana.
B oTAenbHbIX CryYasx MoryT BeITe Ha navke ykasaHbl BHYTPEHHME KOAR!
yKa3aHsl BHYTPEHHWE KOAb! TMnorpadmn. Trnorpadpvm. .
Ha GokosoM knanake MoryT BbiTe Ha GoKoROM Krianake HaHeceHsl CPeacTsa
HEHECBHb CPEACTBE HABHTUDMKALIH. MaeHTHGMKaLM,
Nauxa RU15.250.40.0TC
VHCTBYMIMA e s e LRUIC/250i5.0TC
Xpanewe . NouTenepsrype ne B BC N -
Cpok roAHocTH 4rops e e oot i e e St e 60 0.20%%, %co
el pnebadl et » et ARV e U el st TR ERTCLRC . Avxnapayun
0 COATSITOTOHN

Ka4ecroa

OKYMEHT TIGATNCAN SMONTPONHOH AOAMHCEO \‘%
MpeHTUDUNBUMA (DOPMBI oT<ETal REPCHAL GRX-RUS_FDF_RUS 9 AN
Flporpatunsoe oBecn2yehie - SampleManagor.IMS 12.1. SP.2

VhwKaNLHbIA HOMED JANVCW BERCHAL EOD'ET6E7-8234—4'E05-AEGE-50CSBGF2E55N 1
' Crpanuua 3/5
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CEPTVMOVKAT AHAN30B 1 CEPTUOWKAT COOTBETCTBMA E-
Ne 21-017167/01

Toprosoe Haumenoaam‘,a npopykta:  MWIAPOHAT® kancynsi 250 Mr
MexayHapoAHOE HENaTeHTOBaHHOe HAUMEeHOBaHWe: Mensgonmni
Cepus Ne 7841021

[laTa npoW3BoACTBa: 03110.2021
KonuuecTtso npop.ymnu\\il cepuvu: 27048 ynak.

Ynaxoska Ne 40

JaKnioueHne; cooTaeTcTayeT TpeGosanuam HA I N018028/01-300908 ¢ usMeHeHUAMM Ne 1, N2 2, Ne 3,
Ne#, Ne5 Ne§, Na7,NeBwmNe§Q

Yr1eepxaeHo:

PykoeoguTens naSopaTophi
KOHTPONA KavecTea 02-12-2021 16:65:51 +02:00 T

(HonmHocTs) {ara)

'

CwHTa AHTOHOBKYA
(Vnn Damunna)

i =3 =y

% poundpausas
/ £[ ocoptuercrBik
B3 WIeieeToa
! bw -} v"“
) : i us
(OKYMENT MIOANHEEH SNEKTDONHOR NOATHEI \3, Grindeks R
NaeKruducauun Hopusl OTHETE/ BepcHR: GRX-RUS_FDF_RUS ]

Flporpamsnoe OBacnaHolne - WW 12.1, 5P.2
Vf::amuui HOMED 3aNUCK BEPCHA: GETWAEOWEPBDCSBGFZEMN | , < Y
Crpanvua 4/5 :
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CEPTUGUKAT AHANU3OB 1 CEPTUGIKAT COOTBETCTBUS E-
Ne 21-017167/01

Toprosoe HaumeHoBauune npogykra:  MWNAPOHAT® kancynel 250 mr
MexayHapoAHOe HEeNaTeHToBaHHOe HauMeHoBaHWe: MensgoHmH
Cepua Ne 7841021 ' Ynakoska Ne 40

[lara npou3Bo/CTRA: 03.1‘0.2021
Konu4ecTeo npoaykyrn & cepri: 27048 ynak.

Homep PervcTpaumoHHoro YAocToBEpeHIE: 1 NO18028/01

MpouasopKrens:

MpOKHIBOACTEO NBKAPCTBEHHOA Gopmbi:

AO «[puraexcs, yn. Kpyetnunc 53, Pura, LLV-1057, Nataun/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npowasopaCTBEHHOR N1ueHanu: ROD004; Ceprucpukar cootaerctaua HIM (GMP): ZVA/LV/2018/018H
MepeHyHaR 1 BTOPH4HAA/NOTPeGHTENLCKAN YIaKoBKa:

AQ «MpuHpekey, yn. Kpycrnunc 53, Pura, LV-1057, Natsus/ JSC "Grindeks”, Krustplls Str.53, Riga, LV-1067, Latvia;
Homep npoussoncTeeHKoi nuueHanu: RO0004: CepTudmkar cooTaeTcTens HINM (GMP): ZVA/LV/2018/016H
Koxrpons kavecraa:

AQ «[puHgekew, yn. Kpyernune 53, Pura, LV-1057, Jlateus/ JSC “Grindeks®, Krustpils Str.53, Riga, LV-1057, Latvig;
Homep nporanoacTBeHHOR nuuerawu: RO0004; CepTrthukaT CoOTRETCTBIA HAN (GMP): ZVAILV/2018/016H
BimyckaowWmii KOHTPONs Ka4ecTRa (CepTM(MKALIA capuM): :
AO «Ipunaexcs, yn. Kpyernunc 53, Pura, LV-1057, Nateus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npovssoACTBEHHOMA Nuuenaun: ROD004; CeprisdukaT cooTBeTCTamNA Hn (GA(IP): ZVALVI2019/018H

KommerTapud: Her

3ansneH1e 0 CepTUPUKaLWH: |

«HECTORWMM A YAOCTOBEPAKD, YTO MPUBEAESHHAER Bbille WHQOPMALWUR RENASTCH pocTosepHoR W TouHoW. 3Ta
cepus npopykyuk Bwina nponssenexa (BrnioMas ynaKoBky/ MapKMPOBKY) M NPOBEAGH KOHTPONb €€ kauecTsa Ha
BbILEYNOMAHYTOM YY8GTKE B MOMHOM COOTBETCTEMM C TpeboBaHAMK Npasun &emmmeﬂ NPOM3BOACTBEHHOM
NPaKTUKK ¥ B COOTBETCTRMM G TPBGOBAHNAMM PErMCTPEUMOHHON A0CRE ¥ ;

H

YrnonHomo4eHHoe nuyo: '
Axnc ExabeoHo YNONHOMOYEHHOS KL 03-12-2021 08:27:09 +02:00 TMT
(Vima ©amunus) (JomxHooTb) . (fara)

Aoknapaunh
COOTEATCTEMNN
npUecYRa
«Ipunnexc Pycs
Grindeks Rus

Qo
JIOKYMENT NOAANCAH 31IEKTPONHOM NOANHEBIO k i,_
AaeHTHGWKILUR DOpMBl OTHETA/ BEPCHAL GRX—RUS_{F:\’DE_SRUS 9 . i

Mporpasios oBecnevsrine « SamplelfanagerliMS 12. 1. P2
anmnsm:lﬁ HOMED Janucu BEpCHA EODE7BET-E234-4E05-AEAE-B0CIBCF2EIBA/ 1
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