Grindex

CEPTUOUKAT AHANIUZOB U CEPTUOUKAT COOTBETCTBMA

TDDFOBOE HaumeHoBaHue npogykra:

k Company “Grindels”
is Street, Riga, LV-1057, Latvia

Phane: +371 67063205, +371 67083560

Ne 22-012550/01

MexayHapogHoe HenaTeHToBaHHOe HauMeHoBaHue: Mernsgormi

Cepus Ne 1010622

[ata npoussogcrea: 23.06.2022
Konuvectro npogykuuu B cepuu: 14157 ynak.
AHaNU3bI BLINOMAHEHS! B COOTBETCTBUM C TpeBosaHuaMY I N016028/02-081016 ¢ M3MEHEHUAMN Ne 1, Ne 2,

Ne 3, Ned Ne5uNeg (NormDo

MWUINOPOHAT® PACTBOP ANA BHYTPUMBILLEY4HOTO, BHYTPUBEHHOIO
U napabyneGapHoro seegenus,

100 mr/mn

Ynakoeka Ne 10

c-DP000022/7, Annex-ND000323/4, Annex-ND000444/3, Annex-

ND000544/2, Annex-ND000527/3, Annex-ND000643/2, Annex-NDO00626/4)

lMokasarenu Tpefosanun PesynkTatsl ananusos
Onucanue Mpoapaynas BecyseTHan xugkocTe Mpoapauxan BecuseTHan xugKocTs
MoanuHHocTs
- C pacTsopom XnopothopMHsilt crio OKpaluMBaeTcs B Brinepxusaer vcnbitanve
BpoMTUMONOBOre CiHero u HENThIA useT
Xnopocgopmom

- C pactsopom Moga

- C pacTeopom [pareKpopca
MpoapauHocTe
LiBeTHOCTE

pH

Mexakuueckue srmioyeHmn:
- BUAUMBIE HEBOOPYKEHHBIM
rnazom

~ HEBUAMMbIE HEBOOPYEHHBIM YacTUUb!

rnasom

MocTopoHHMe npumecu
HomuHanbHsii o6sem
CrepuneHocTs

Mossnserca kopuuHesoe OKpawueaHme u
PacTeop MyTHeeT

OBpasyetca opanxesbii 0CafoK
Mpenapar gonxeH GbiTo Npo3apa4Hbim
Mpenapar gomkeH BuiTe BecuseTtHbiM unu
He Npeeblwark 3TanoH B9

Or7,0a08,5

HonxHei oTeyTCTB0BATS

2 10 MKkM - He Bonee 6000 &
amnyne

HacTuue! 2 25 vkm - He Gonse 600 &
amnyne

He Bonee 0,5 %

He menee 5,0 mn

LomxeH Bbith CTEPUNbHBIM

BakTepuansHeie aHAOTOKCUHL] He Gonee 0,35 E3/mr

KonuyecTteenHoe
onpepeneHue
¥Ynakoska

“nexmudbuxaums hopmsl oTuéra/ Beépcun: GRX-RUS_FDF_RuUS
flporpammmoe obecnevere - SampieManagerl.IMS 12 1, Y e
YHUKNLHEIA HOMBP 32MMCH Bopena. 183B6DBB-FCOC-4B41-80CC-A1 CEDC 206252/ 4

Or 95,0 a0 105,0 % MenbAoHUR
AWruapaTa oT 3aABNeHHOro KoNMYecTea
Mo & mn B amnyne ug BecusetHoro crekna
| ruaponuTUYeckoro Knacca ¢ nuHueid unu
TOYKOW paznoma,

BeigepxusaeT ncnbiTanme

BblgepxuBaeT ucnsitaHme
MpospayHebii
BecusetHbii

8,0
Oreyrereyor
161 8 amnyne

3 B amnyne

Menee 0,5 %

52 mn
CrepuntHbii
Meree 0,0025 E3/mr
100,4 %

Mo 5 Mn 8 amnyne na GecuyseTHoro cTekna
| ruaponuTuieckoro knacea ¢ TOMKOA
paanoma.

Hoxymenr nogrmcay SABKTPORHON Nogmcesn

Tt

s e

Crpanuua 1.’?,}6’

-y CoapnaHo: Natalja Kirejenkova
¢ 7o 25-07-2022 06:56:13 +00:00 rMT
# KowHTponupyeamas konus Ne: 1
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Ne 22-012550/01

Toprosoe HaumeHoBaHue Npoaykta:  MAMAPOHAT® PacTeop AnA BHYTPMMBILLEYHOrO, BHYTPHBEHHORO
u napabynsBapHoro Beeaenus, 100 mr/mn
MexayHapoaHoe HENaTeHTOBaHHOE HAUMEHOBAKUE: MernegoHmi
Cepusi Ne 1010622 Ynakoska Ne 10
Hata npovaBopgcTea: 23.06.2022
KonuuecTteo npoaykumm B cepuu: 14157 ynak.

Mokasarenu TpeGoeanun PeayneTarsl aHanvsos
Mo 5 amnyn B A4BIAKOBOI Ynakoske U3 Mo 5 amnyn B AYeiikoBO ynakosKe W3
MOMUBUHUAXNOPUAHON NNEHKM MNn U3 NONUBMHUNXNOPUAHOW nneHku Gea
nonuaTuneHTepedTanaTtHom nneHkn Gea NOKPLITUA (NOAZA0H).
NOKPbLITUA (NogaoH).
Mo 2 unu 4 (Tonsko ans npoussoauTened Mo 2 Averikosbie ynakosku (noascHa)
3AQ «CaHToHuKa» 1 ity Bu Om dapma BMECTE C MHCTPYKLUMEH NO NPUMEHEHWIO B
C.p.0.) AYEAKOBbLI YAKOBKI (NoIoHa) nayke U3 KaproHa.

BMECTE C UHCTPYKUWEN NO NPUMEHEHWIO B
naske 13 KapToHa.

Ha nauke MoxeT BbiTh HaHeCEH CTUKEP Ha nauke HaHeceH cTukep Ans KoHTponA
ANA KOHTPONA NEPBOro BCKPLITHA. NEepBOro BCKPbITURA.
Mapxuposka TeKCT MapkMpOBKY Ha PYCCKOM ssbike, Ha  Teker MapKUPOBKK Ha PYCCKOM A3biKe, Ha
KBWOYIO aMryny HaknewsawT aTUKETKY, KAWOYI0 aMnyny HakneeHa aTUKeTKa, rae
A€ YKa3bIBAT: TOBAPHbLIA 3HaK YKa3aHbl: TOBApHBIA 3HaK Bnagensya
Bnagenbya perucTpaynoHHoro PErCTPaLMOHHONO YO0CTOBEPEHIS,
YAOCTOBEPEHNA, TOProBOE Ha3BaHwe TOProBOe HassaHue npenapara ¢
npenapara ¢ npeaynpeavTensHon npefynpeanTensHoi MapKMpoBKoi @,
MapKUPOBKOW ®,
NekapcTeeHHYio hopMy, coaepaxme nexapcTeeHHas hopma, cogepxanue
SKTUBHOTO BELWeCTBa B O4HOM M (Mr/Mf1),  aKTWBHOTO BEWEeCTsa B OGHOM MII (mr/mn),
ofvem, HoMep Cepu, CPOK roAHOCTH, obbem, HoMEp Cepui, CPOK FOAHOCTM.

' BHYTDEHHWI KOS MaKeTa NPOUaBOAMTENA U
FBYXMEDHYIO MATPUYHYIO cumBOnKKy Data
Matrix (gns 3y Bu 3m dapma c.p.o.).
Auelkosan ynakopka He MapkupyeTca. Ha Fueiikosas ynakoska He Mapkupyetcs. Ha

NaYKke yKasbiBaloT: HassaHue Bnajensua nauqke ykasaHbl: HaseaHWe snagensua
PErUCTPALUOHHOr0 YAOCTOREPeHUS, ero PerucTpayMoHHoro yaoCcToBepeHus, ero
afpec v TOBapHbIA 3Hak, HaspaHue afpec W TosapHsIiA 3HaK, HaasaHue
Npou3BOoAUTENS U ero agpec, NpoOU3BOAUTENA W ero ajpec,

LoKyMeHT nogrcanr SeKTDONHON NALIMCED

Vpextudmkauun chopmel oTuéTa/ sepcus; GRX-RUS_FDF_RUS 11 CoagnaHo: Natalja Kirejenkova
Mporpammroe obechevere - SamplaManagerl IMS 12,1, 8P.2 25-07-2022 06:56:13 +00:00 TMT
YHukaneHbiii Homep aanncw/ sepovs; 193B6DBB-FCOC-4B41-90CG-A1CEDC2D9252/ 1 ’,._—--".“':“ Kontporupyeman konns Ne: 1
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Grindex

CEPTUOUKAT AHANU3OB U CEPTUDUKAT COOTBETCTBUA

Toprosoe HauMeHoBaHMe npoayKTa:

Cepua Ne 1010622

Joint Stock Company “Grindeks”

53 Krustpils Street, Riga, LV-1057, Latvia-
Phone: +371 67083205, +4371 67083500

Ne 22-012550/01

E-mail: grindeks@grindeks.lv
www. grindeks ey
Unifizd registration No. 40003034935

EEE
O

MWIAPOHAT® pacTeop Anst BHYTPUMBILIBYHOTO, BHYTPUBEHHOIO

1 napabyns6apHoro seegetus, 100 mr/mn
MexayHapoaHoe HenaTeHTOBaHHOE HaUMEHOBAHME: MensgoHui

[Hara npowvasogeTea: 23.06.2022
KonuyecTso npoaykuum B cepum: 14157 ynak.

Mokasatenwu

TpeGoBaHua

YnakoBka Ne 10

PesynsTarsel aHanuaos

YHUKaNLHbIR HOMEP 3aniuci/ BepouR; 163B6DBB-FCOC-4B41-90CC-A1CEDC209252/ 1

TOProBOe HaasaHue npenaparta ¢
npeaynpeauTensHoi Mapkuposkoi @,
MEXAYHAPOAHOE HENaTEeHTOBaHHOE
Ha3BaHWe, neKkapcTBeHHyto hopmy,
CoAepXaHhe aKTUBHOrO BelyecTsa B
OAHOM M (Mr/mn),

konu4ecTso amnyn, obbem, cocTas Ha
OArH Mn, «CTepunbHO», CnocoBsl
BBEAGHWA, YCNOBUA oTnycka, «lIpuMeHaTs
No HasHaYeruo Bpaqan, «lepen
NPUMEHEHMEM NPOYUTARTE MHCTPYKLMIO NO
NPUMEHEHUIO»,

YCNOBWA XpaHeHus, «XpaHuTb B
HEAOCTYNHOM ANa ferteil mecTel»,
BHYTP&HHUIA thapMKkoA npomnasoguTens
(Ana 3A0 «CaHToHuKan),

BHYTPEHHWI KOZ MaKeTa Npov3BOANTENS 1
ABYXMEPHYIO MaTphyHylo cumBonuky Data
Matrix (ana 3ity Bu Om dapma c.p.o.),
BHYTPEHHWA KOA MakeTa npeanpusaTrs AQ
«pUHgekcy,

HOMEp perucTpayuoHHoro

YROCTOBEPEHUR, LUTPUXOBOW Kog, kog
npoayxTa (Ans 3A0 «CaHToHUKa»), Homep
GEpWW, AaTY NPOU3BOLACTBA W CPOK
FOAHOCTH,

Ha nauke nononkuTensHo ykassisaoT:
TOB&PHbIFA 3HAK Bnagensua rpaguyeckoro
3NeMeHTa, rog paspaborku guaaiiia
ynakoskv v oGosHaveHue sufa
YNakoBOYHOro MaTepuana,

B otaenbHLIX cnyyasx moryT 6biT
YKa3aHb! BHYTPEHHWE KOAL! TUNOrpachuu,

TOpProBOE HaieaHue npenapara ¢
NPeAynpennTenbHOR MapKUPOBKOH ©,
MEXAYHEPOOHOS HenaTeHTOBaHHDe
Ha3BaHe, nekapcTeeHHas dopma,
COAepXaHWe akTUBHOrO BELLECTsa B
ofHom mn (Mr/mn),
konuyecTeo amnyn, o6bem, cocTas Ha
ofuH Mn, «CTepunsHo», cnocobbi
BBEASHUSA, yCrioBus oTnycka, «[TpuMeraTs
No HasHaveHuio Bpaqay, «Mepeg
NPUMEHBHUEM NPOYUTARTE UHETPYKLMIO
NO NPUMEHEHMIO»,

YCNOBWA XpaHeHus, «XpaHuTs B
HEeAOCTYNHOM AN netel mectely,
BHYTPEHHWA hapMKoa NpouseoauTens,

BHYTPEHHWUIA Kog MakeTa npeanpusaTus AQ
«puHaeKkcy,

HOMEP PerncTpauuoHHOro
YAOCTOBEPEHWA, WTPUXOBOM KOA, KoL
NPOAyKTa, HOMep cepuu, AaTa
NPOV3BOACTBE U CPOK NOAHOCTH,

Ha nauxe gononHuTenbHo ykasaHb:
TOBAPHbLIA 3HaK BNagensLUa rpadmueckoro
ANeMeHTa, rog paspaboTkv AuaaiiHa
ynaxoeku 1 o6osHaveHue Buaa
YNakoso4HOro mMatepuana
YKa3aHs! BHYTPEHHWE KOs TUNOrpathuu.

HOKYMEHT NOAMACAH 3IIeKTDONHOR NALMMCs0
Vinentudukaumun hopmel oTHéTal BEpCUR: GRX-RUS_FDF_RUS 11
foorpavmroe obecnevenis - SampleManagerLIMS 12.1. SP.2
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Cospano: Natalja Kirejenkova
25-07-2022 06:56:13 +00:00 TMT
KoHtponupyeman konus Ne: 1
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CEPTUOUKAT AHAITM3OB U CEPTUOUKAT COOTBETCTBUA E
Ne 22-012550/01

Toprosoe HaumeHosaHve npoaykta:  MWAPOHAT® pacTsop ANs BHYTPUMBILLEHHOD, BHYTPUBEHHOIO
u napaGyno6apHoro Beefexus, 100 mMr/mn
MexayHapogHoe HenaTeHToOBaHHOE HauMeHoBaHue: Menbgormil
Cepua Ne 1010622 Ynakoeka Ne 10
[NaTta npouasogcrea: 23.06.2022
Konuyectso npoayxkuum 8 cepum: 14157 ynak.

Mokasarenu TpeGosaHun Pesynorarel aHanuios
Ha Gokosom knanaHe moryT GbiTh Ha GokoBOM KNanaKe HaHeceHbl CpeacTsa
HaHeCeHbl cpeacTsa uaeHTUdVKaL . waeHTUdMKaUmu,
Mavxa SRU12,100.10
WHCTpyKUMA _ SRUA/M00/7
XpaHeHve ' + XpaHuTb Npu Temneparype He sbie 25 °C. He samopaxmsaTs!
CpoK rogHocTH 5 ner [Noger go 06,2027

3aknwyenue: coortsercTeyeT TpebosanuamM N N016028/02-061016 ¢ usmeHeHusimm Ne 1, Ne 2, Ne 3, Ne

4, Ne b5 unNeé
YTBEpKAEBHO:
F'yxosonmenb naboparopuu
CuHTa AHTOHOBMYA KOHTPO”H KauecTBa 20-07-2022 16:20‘.28 +02:00 T'MT
(Ums Gamunus) (HonxHocTs) (Aarta)
LORYMEHT MOQIMCaH ANEKTROHHON Mognrckio
WnenTudbukauna cropmel ot4éTal Bepcus: GRX-RUS_FOF_RUS 11 CosnaHo: Natalia Kirejenkova
lporpammroe obecnadvenne - SampleManagerl IMS 12.1, SP.2 25-07-2022 06:56:14 +00:00 'MT
YHuKkansHeil Homep sanucu sepcus: 193B60DBB-FCOC-4B41-90CC-A1CEDC2D9252/ 1 Kontponupyaman konua Ne: 1
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Jeint Stock Company “Grindeks” E-mail: grindeks Rgrindebs.lv

Grlndex S:I:r:: ;";Slsf: ;'?‘;3:?; :\;7110:;0!5‘;5‘?0 Unified r\.,,mmm No, 40003034935
CEPTUOUKAT AHATTN30B U CEPTUSUKAT COOTBETCTBUSA E
Ne 22-012550/01

Toprosoe HanMeHOBaHe NPoaYKTa: MWNOPOHAT® pacTBop Ans BHYTPUMBILLEUHOTO, BHYTPHUBEHHOTO
u napabyns6apHoro eeenexus, 100 Mr/Mn
MexayHapoaHoe HenaTeHToBaHHoe HauMeHoBaHue: MesrbgoHd
Cepus Ne 1010622 Ynakoska Ne 10
[ata npoussoactea; 23.06.2022
KonuuecTso npoaykumv B cepun: 14157 yrak.

Homep PerucrpauymoHHoro YaocTosepeHus: M N016028/02

Mpoussogurens:

MpoussoacTeo nexapcreenkoi hopmb!:

3A0 «CarnTonuxar, utea, Veiveriu Str,134 B, Kaunas, LT-46353, Lithuania Homep npouasoacTeeHHoi NALEH31H:
0887Ceprudmkar cootaetcrams HMM (GMP): LT/04H/2019

MeperyHan u BTopuYHas/noTpeGUTENLCKAN ynakoska:

3A0 «CaHtonwkay, Nutea, Veiveriu Str.134 B, Kaunas, LT-46353, Lithuania Homep NPOM3BOACTBEHHON NWULIEH3NM:
0887Ceprudhmrar cooteercreua HMM (GMP): LT/04H/2019

KoHTponb kavecTsa:

3A0 «CaHronukan, [lutea, Veiveriu Str.134 B, Kaunas, LT-46353, Lithuania Homep NPOUEBOACTREHHON NMLEH3UM;
0887Ceprucbukar cootserctaua HIM (GMP): LT/04H/2019

KoHTpone kauecrea:

AQ «TpuHpexcr, yn. Kpyernune 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npouasogcTeeqHoi nuueHsun: RO0004: Cepruchukar cooteetcTaus HIM (GMP): ZVA/LV/2022/002H
BhinyCKalowid KOHTPOL KAYeCTBa (CepTuthukaLMs cepum):

AOQ «punpekc», yn, Kpyetnunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npounssoacTeeHHon nuiieHanm: R00004; Ceprudmkat cootaeTcTaua HMM (GMP): ZVA/LV/2022/002H

Kommentapuu: Her

3ansnenne o cepTHdmMKaLmn:

«HaCTOALLMM A YAOCTOBEPSAID, YTO NPUBEAEHHEA Bbillle MHOPMELNA ABNRETCA AOCTOBEPHON W TOYHOR, 3Ta
Cepus npoAykuun Bekina nmpoussedeHa (Bkmiouas yrakosKy/ MapKkMpOBKY) v npoBedeH KOHTPONe €e Ka4ecTsa Ha
BBILLEYNIOMAHYTOM yNaCcTKe B NOMHOM COOTBETCTBMM C TPeBOBAHWAMM NPABMA Hagnewaliai MpOU3BOACTBEHHOM
NPaKTUKK U B COOTBETCTBUU C Tpeﬁosaﬁmnmm perncTpayMoHHoro Aocse »

YnonsomoueHHoe nuyo;

Hartanes Kupeerkosa YNONHOMOYEHHOE NnLo 25-07-2022 09:53:50 +02:00 MT
(Mma Damunus) (OornxHocTs) (Oara)

LOKyMEHT 0grmcamn ameKTDoHNON 11049MHCkI0

UneHTiucbukauus dopmel oTudral Bepeus: GRX-RUS_FDF_RUS 11 Cospgano: Natalja Kirejenkova
Mporpammros obecnevenns - SampleManagerl IMS 12.1.5P.2 25-07-2022 06:56:14 +00:00 TMT
YHukansHuiii Homep sanucu/ sepcus; 19386DBB-FCOC-4B41-90CC-A1 CEDC2D9252/ 1 KonTponupyemas konus Ne: 1

CrpaHuua 5/5




