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CEPTUGUKAT AHANN3OB ¥ CEPTU®UKAT COOTBETCTBWA E%

Ne 21-012617/01

ToproBoe HavMeHoBaHWe NPOAYKTa: MWUNAPOHAT® pacteop AnA BHYTPMMbILLIEYHOTO, BHYTPUBEHHOTO
u napabyns6apHoro BBeAGHNA, 100 mr/Mn
MexayHapoaHOe HenaTeHTOBaHHOe HaumeHoBaHue: MenbaoHm
Cepusa Ne 1200721 Ynaxoska Ne 10
[lata npousBoAcTBa: 02.07.2021
KonuuecTeo NpoAyKuuu B Cepum. 14808 ynak.
AHanwabl BbINONHEHbI B COOTBETCTBUM C TpebosaHuamu M N016028/02-061016 ¢ M3meHeHUAMM Ne 1, Ne 2,
Ne 3 1 Ne 4 (NormDoc-DP000022/7, Annex-ND000323/4, Annex-ND000444/3, Annex-ND000544/2, Annex-

ND000527/3)
Mokasarenn TpebosaHuA PeaynbTaThi aHan1aos
Onwucaxue MpoapauHan GecLBeTHan XUAKOCTL MpoapauHan GeclBeTHan KUAKOCTL
MoanuHHOCTE
- C pacTBOpOM XnopoOPMHBbIfA CNOM OKPALLMBAETCA B BblaepkuBaeT UcnblTaHve
BpPOMTUMONOBOTO CUHETo U XenToi UBeT
XNopodopMOM
- ¢ pacTBOpoM Wopa MoaBNAETCA KOPUYHEBOE OKpalMBaHNe 1 BbioepHvBaeT UcnbiTaHne
pacTBOp MyTHEET
- ¢ pacTeopom [ipareHaopcda OBpa3yeTcs opaHxKeBblid 0CaAOK BbinepXvBaeT ucnbiTaHne
MNpoapa4HOCTb MNpenapat A0MKeH DbiTb MPO3PAHHLIM Mpo3payHbli
LiseTHOCTB MpenapaT AosxeH bbiTe BecyBeTHbLIM UNK BecupeTHbI
He NpeBbiLaTL ITanoH B9
pH O17,00085 8,1
MexaHu4eckne BKNYeHUs!
- BUOVIMbIE HEBOOPYXEHHBIM [lonxHb! OTCYTCTBOBATL OTCyTCTBYOT
rnaaom
- HeBMAMMbIE HEBOOPYXEHHbBIM Yactuubl 2 10 MKM — HE Gonee 6000 8 43 B amnyne
rnasom amnyne
YacTuusl 2 25 MkM — He Gonee 600 8 1 B amnyne
amnyne
MocTopoHHWE Npumecu He Gonee 0,5 % Menee 0,5 %
HoMuHanbHbIA 0BBEM He mexee 5,0 mn 5,2 mn
CTepunbHOCTb [onxeH BbiTb CTEPUNEHBIM CTepunbHbIA
BakTepuanbHble 3HAOTOKCHHD He Gonee 0,35 E3/mr Menee 0,0025 EQ/Mr
KonuuecTBeHHoe Ot 95,0 Ao 105,0 % mensAoHUA 99,9 %
onpeaeneHve auruaparta oT 3asBNEeHHOro KONU4ecTea
YnakoBka Mo 5 mMn B amnyne u3 BecuseTHOro cTekna Mo 5 mn B amnyne 13 6ecLBETHOrO CTEKNA
| rMApPONUTMHECKOTD Knacca ¢ nMHUEeR unu 1 ru,qponmmqecxof{i Kr?acé‘a*e TO4KOM
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LoKymeHT nognucar SNEKTDOHHOW MOAMNCHI0 :._ R 5
WaeHTubrKauun (opMbl OT4éTa/ BEPCH: GRX-RUS_FDF_RUS 8 .Y Coapano: Natale Kirejgnkova
[porpammHoe 0BecneyeHme - SampleManagerliMS 12.1. SP.2 . 16-08:2021 07:00:35,300:60 'MT
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Jaint Stock Company “Grindeks”
53 Krustpils Street, Riga, LV-1057, Latvia
Phone: +371 67083205, +371 67083500

Grindex

E-mail: grindeks@grindeks.iv
www.grindeks.eu
Unified registration No. 4000303.:935

CEPTUOUKAT AHANN3IOB U CEPTUOWKAT COOTBETCTBWA a%

Ne 21-012617/01

Toprosoe HanMeHoBaHKe NPOAYKTa: MWUNAPOHAT® pacteop ANA

BHYTPHMMBILLIEYHOTO, BHYTPHBEHHOTO

u napabyns6apHoro BBeAeHWUA, 100 mr/mn

MexayHapopHoe HenaTeHTOBaHHOE HaWMEeHOBaHUE. MernbqoHni
Cepua Ne 1200721
[laTa npou3BOACTBA: 02.07.2021

KonuuyecTeo NpoayKUvun B CEPUA. 14808 ynak.

Vnakoska Ne 10

Mokasarenn TpeboeaHua PesynbTaTbhi aHanu3os

Mo 5 amnyn B AYEKOBOA yNakoBke U3 Mo 5 amnyn B A4EKOBOIA yNakoBKe U3
NONVBUHUNXNOPWAHOW NNEHKX UNKA U3 NOMMBUHUNXNOPWUOHOM MAEHKN Unn U3
nonuaTuneHTepedTanaTHOW NNEHKN tes nonuaTuneHTepedTanaTHon NNeHKN bes
NOKPBITUA (NORACH). NOKPLITHA (NOAAOH).
Mo 2 unw 4 (Tonbko AnA npowasoauTene# Mo 2 s4eiKoBble YNAKOBKW (noanoHa)
3A0 «CaHToHUKa» 1 Oty bu 3m dapma BMECTE C MHCTPYKUMUEN NO NPUMEHEHWIO B
C.p.0.) A4eKoBbIe YNakoBKu (nopaoHa) nauyke W3 KapToHa.
BMECTE C MHCTPYKLMEH NO NPUMEHEHWIO B
nayke 13 KapToHa.
Ha nauke MoxeT BbITb HAHECEH CTUKED Ha nauke HaHeceH CTVUKep ANIA KOHTPONA
NS KOHTPONS NEPBOTO BCKPLITUA. nepBoro BCKPLITUA.

MapKWpoBKa TeKCT MapKUPOBKN Ha PYCCKOM A3bIKE. Ha TeKCT MapKMpOBKMA Ha PYCCKOM ASLIKE. Ha

KEXAYIO @MYy HaKNEeUBAKT STUKETKY,
e yKa3blBatoT: TOBapHbIA 3HaK
Bnagenbua perucTpaunoHHoro
yAOCTOBEPEHUS, TOProsoe Ha3BaHWe
npenapartac npeaynpeanTenbHON
MapKupoBkod ®,

nexapcTBeHHyto hopmy, COAEpXaHne
aAKTMBHOrO BeLecTsa B 0AHOM M (mr/mn),
ofbem, HOMEP CepuK, CPOK TOOHOCTY,
BHYTPEHHUIA KOAI MaKeTa Npou3soaUTeNs 7
ABYXMEPHYI0 MaTPUUHYI0 CUMBONNKY Data
Matrix (ans Jitu B Om Papma c.p.0.).
AyeitkoBasn ynakoBka He MapKUpyeTCs. Ha
nauke yKa3bIBalOT: Ha3saHue snafensya
pPerucTpaynoHHOro YAOCTOBEPEHUA, ero
afpec v TOBApHLIA 3HaK, HasBaHWe
npoM3BOANUTENS U €ro aapec,

LokymeHT nogrnican BMIEKTPOHHOM NOJTIMCHI0

WpeHTuukauva hopmbl oT4éTal BEPCUA. GRX-RUS_FDF_RUS
[porpammHoe pbecreveHne - SampleManagerLIMS 12.1. SP.2
VHUKaNLHBIA HOMEP 3anucH/ BEPCUA: AB4BF862-41C4-4428-ADF5—2BQ?3ACQSDBC/ 1

CrtpaHunua 2/5

8

KaKaylo amnyny HakneeHa aTWKeTka, rae
yKa3aHbi: TOBAPHbIt 3HaK Bnanens-ya
PerncTpayyoHHoro yAoCToOBEPEHNs,

TOproBoe HassaHue npenapara ¢
npeaynpeauTensHON MapkuposKoi ®,

nekapcTeeHHan opma, Copepianue

aKTMBHOrO BeWwecTea B OAHOM MN (mr/mn),

o6BbeM, HOMEp CEpUM, CPOK rOAHOCTH.

FAueiikoBas yNakoBKa HEe MapKvpyeTecs. Ha

nauke ykaaaHbl: Ha3BaHue Braaensua
pPerucTPaLMOHHOro YAOCTOBEPEHNS, Er0
appec v TOBapHbIi 3HaK, Ha3BaHue
npoussoauTens n ero agpec,

Cospano: Nataua K*ifeier.akov.a |
16-00-2021 07:0035 +00:00 TMT
KoHTponpyeman konmafe: 1
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CEPTU®UKAT AHANN3OB 1 CEPTUGUKAT COOTBETCTBUA -E

Ne 21-012617/01

Toprosoe HanmeHosaHue npoaykta:  MUNOPOHAT® pacTeop AnsA BHYTPUMBILLEYHOrO, BHYTPUBEHHOTO

u napabyns6apHoro seeaeHus, 100 mr/mn

MexayHapoaHoe HenaTeHToBaHHOe HavMeHOBaHWe:! MenbaoHui

Cepus Ne 1200721

Ynakoska Ne 10

DNara npoussoacTea: 02.07.2021
KonwuyecTso npoaykumu 8 cepun: 14808 ynak.

MoxasaTenu TpeGosaHua Pe3synbTathi aHanusos
TOProBOE Ha3BaHWe npenapara c TOpProBoe HaleaHwWe Npenapara ¢
npeaynpeamTensHOn Mapkupoexkon ®, npeaynpeauTensHoi Mapkuposkoi ®,
MeXadyHapofAHoe HenaTeHToBaHHoe MeXayHapoaHoe HenaTeHToBaHHoe
Ha3BaHwe, NekapcTBeHHYIO hopMy, HasBaHWe, NnekapcTBeHHas opma,
coAepXaHue akTMBHOMO BeUecTsa B coAepXaHve akTUBHOro BELWEeCTsa B
OZHOM MN (Mr/mn), OHOM MN (Mr/MmAT),
KONM4ecTso amnyn, c6bem, cocTas Ha konuyecTso amnyn, obLem, cocTas Ha
oauH Mn, «CTepunbHO», CNocoBb oguH Mn, «CTeprnsHo», cnocobsl
BBEAEHMA, YCNoBUs oTnycka, «MpMMeHATs  BBEAEHUA, YCNIOBUA OTNYCKA, «MpUMeHaTb
no HaaHaueHuo Bpadar, «Mepeq no HasHaueHuio Bpayar, «lepea
NPUMEHEHWNEM NPOYUTANTE UHCTPYKLUIO N0 NPUMEHEHUEM NPOYUTANTE MHCTPYKLINKO
NPpUMEHEHWUIOY, no NPUMEHEHUION,
YCINOBWS XpaHEHUA, «XpaHuTb B ycnoBua xpaHeHus, «XpaHnTs B
HeAOoCTYNHOM ANA AeTen mecte!n, HEeAOCTYNHOM ANA AeTen mecrel»,
BHYTPEHHWIA (hapMKon NPOU3BOAUTENA BHYTPEHHWIA hapMKog NPON3BOAMTENS,
(ana Ensdha PapmaceroTMKan KomnaHu
C.A.; pna 3A0 «CaHToHUKan),
BHYTPEHHWIA KO MaKeTa Npou3BoaMTEnA 1 BHYTPEHHWIA koA MakeTa npeanpuatua AO
[BYXMEPHYI0 MaTpuuHyto cumeonuky Data «puHAEKC»,
Matrix (ans 34 By 3m dapma c.p.o.),
BHYTPEHHMIA KOO MakeTa npeanpuaTua AD
«prHAeKke»,
HOMEp PErMcTpaLoHHOTO HOMEp PerucTpaunoHHoro
yOOCTOBEPEHMA, LUTPUXOBOWH KOA, KOA yAOCTOBEPEHWS, LUTPUXOBOA KoA, koA
npoaykTa (ana 3A0 «CaHToHUKa»), HOMEP NPOAYKTa, HOMep cepuu, AaTta
cepuu, Aaty Npou3BOACTBA W CPOK NPOM3BOACTBA W CPOK rOAHOCTH.
rOAHOCTU.
Ha nadke OONONHUTENbHO YKA3bIBAIOT! Ha nauyke 4ONONHATENBHO YKa3aHbl:
TOBapHBLIi 3HaK BNaaensUa rpapuyeckoro  TOBapHBIA 3HaK Bnagensua rpacuyeckoro
anemeHTa, rog pa3paboTku gusainHa anemeHTa, roa paspaboTtku au3saikHa
ynakoBkv v obo3aHaveHve B1aa ynakosku n oboaHaueHue Bnaa
ynakoBOYHOro MaTtepuana. ynaxowworo-mamp@n_a -
B oTenbHbIX Cny4asx MoryT BeiTh YKkasaHbl BHYTPEHHKE Koabi mnofpa{puh,
yKasaHb! BHyTPEHHUE KOZb! TUMOrpacuy, A P AETERLE T
LoKymMeHT noanucaH SNeKTPOHHON MOAMHCHI0 . A "
WaeHTuchukauma dopmbl oTuéTal Bepeua: GRX-RUS_FDF_RUS B CoafaHo: Natalia Kirejenkova
[porpammroe obecrievenme - SampleManagerLIMS 12.1. SF.2 16-09-2021 07:00:36 +00:00 TMT

YHUKaNbHbIA HoMep 3anuci/ Bepcvs: ABABFB62-41C4-4428-ADF5-2B973ACO50BC/ 1 KoHrponupyemas koniua Ne: 1
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CEPTVOUKAT AHANTM3OB U CEPTUDOUKAT COOTBETCTBUA "E

Ne 21-012617/01

Toprosoe HauMeHOBaHMe NPOAYKTa: MUNAPOHAT® pacTsop ANA BHYTPHMBbILIEYHOrO, BHYTPUBOHHOTO
1 napabynbGapHoro BBeAGHUA, 100 mr/mn
MexayHapoAHoe HenaTeHToBaHHOE HaumeHoBaHve: MesbgoHNH
Cepus Ne 1200721 Ynakoska Ne 10
[JaTta npou3BOACTBa. 02.07.2021
Konu4ecTao nNpoayKuuv B CEpUK: 14808 ynak.

MoxasaTenn TpeGoBaHuA Pe3aynbTaThi aHANU30B
Ha Gokosom Knanaxe mMoryT BbiTe Ha BOKOBOM KnanaHe HaHeceHbs! CPeAcTsa
HaHeCeHbl CPeACcTBa NAeHTUNKALUK. uaeHTUukauum.
MNauka SRU12.100.10
WHCTPYKUWA SRU/I/100/6
XpaHeHue XpaHuTb Npu TEMNepaType He Bbille 25 °C. He 3amopaxusaTb!
CpoK rogHocTn 5 net ropew ao 07.2026

3aKnioveHne; COOTBETCTBYET TpeBosanuam Il N016028/02-061016 ¢ nameHeHuamn No 1, Ne2, Ne3wn

Ne 4
YTBEPWASHO!
Anuc ExkabeoHe YnonHoMo4eHHoe nuuo 16-09-2021 09:17:16 +03:00 IMT__
(VM Gamunus) ([oMmKHOCTL) (Qara)
HoxymeHT nognAcaH BIEKTPOHHON NMOQNMNCEID . R SRR
WneHTvukaumua hopmbl 0THETE/ BEPCHA: GRX-RUS_FDF_RUS 8 *Coanaho::NataliaKirejenkova
[IporpamMmHoe obecne1enne - SampleManagerLIMS 12.1. 5P 2 16-:0922021 07:00:36-+00:00 'MT

VHUKANLHbIA HOMEP 3anucw/ BEPCUA AB4BF B62-41C4-4428-ADF5-2B973ACI50BC/ 1 “ KoHTponupyemas konua Ne: 1
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Joint Stock Company “Grindeks” E-mail: grindeks@grindeks.lv
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CEPTUGUKAT AHANN3OB U CEPTU®UKAT COOTBETCTBUA Eﬂ%

Ne 21-012617/01

ToproBoe HauMeHoBaHVe NPoaAyKTa: MWUNAPOHAT® pacTeop ANA BHYTPUMBILLEYHOTO, BHYTPUBOHHOTO
1 napabyns6apHoro BBeAGHUA, 100 mr/mn

MexayHapoaHoe HenaTeHToBaHHOE HaumeHosaHue: MesbgoHui

Cepwa Ne 1200721 Ynakoska Ne 10
Jata npoussoacTBa: 02.07.2021

KonuuecTeo NpoayKuuu B CEpun: 14808 ynak.

Homep PerucTpauuoHHoro YpoCTOBOPEHHNA. N N016028/02

MpouasoguTens:

MpownseoacTBO NexapCTBEHHOW (hOPMbI

3AQ «CaHToHuKay, uTea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania HOMep NPOW3BOACTBEHHOW NULIEH3UA
0887CepTuchukaT CoOTBETCTBUA HMMN (GMP): LT/04H/2019

MepBuyHan 1 BTOpHYHAR/NOTPeEUTENLCKAR YNaKoBKa.

3A0 «CaHToHMKay, [TuTea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep NPOM3BOACTBEHHOM AMLEHIUM:
0887CepTudukaTt COOTBETCTBUA HMMN (GMP): LT/04H/2019

KoHTpons kavecTsa:

3A0 «CaHToHuka», InTea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep NPOU3BOACTBEHHON NULIEH3NK!
0887CepTudnkaT COOTBETCTBUA HMNMN (GMP): LT/04H/2019

KoWTponb Ka4ecTea:

AQ «lpuHaekcy, yn. Kpyctaunc 53, Pura, LV-1057, Nataus/ JSC “Grindeks", Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NpoMaBOACTBEHHON NULIEH3NK: R00004: CepTudnkat cOOTBETCTBHMA HNMN (GMP): ZVAJLV/2019/016H
BhiMyCKaIOLMIA KOHTPOMb KAYECTBa (cepTdmKaLuA cepwn):

AO «punaekc», yn. Kpyctnunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NPOU3BOACTBEHHON NUUEH3NN: R0O0004; CepTucukaT COOTBETCTBUA HMM (GMP): ZVA/LV/2019/016H

KommenTapuu:  Het

3anBNeHUe 0 COPTUGMKALIWK

«HacToAWwMM A yaocToBEPAKD, YTO npuBeJeHHan Bbllle vwHopMaLma ABNAETCA AOCTOBEPHON W TouHOW. 3Ta
cepvsi NPOAYKUUK Bbina npovaseaeHa (Bkn4an ynakosky/ MapKMpOBKY) ¥ MpoBEAEH KOHTPOMNb ee KadecTBa Ha
Bblweynowmy'rom yyacTke B NOMNHOM COOTBETCTBUU Cc TpeGOBaHHHMM npasun Hannemameﬁ HDOMSBO,D.CTBGHHOﬁ
NPaKTHKn W B COOTBETCTBUM C Tpeﬁoaannﬂmu DEfMCTan,HOHHOTO AoCbe »

YnonHomo4eHHoe NUuo:

Hatanea Knpeerkosa ) YnonHomo4eHHoe nuo 16-09-2021 09:58:04 +03:00 TMT
(Vma Gamunus) ([omKHOCTb) (faTa)

LokymeHT nognucar BNEKTDOHHOHN MOAQMACHI0 | e
MpeHTMbKUKaumMa hopMbl oTuéTal Bepcus: GRX-RUS_FDF_RUS 8 Cozneno: Natalja Kirejenkova

[TporpammHoe 0BecnedeHne - SampleManagerLIMS 12.1. SP.2 16-09-2021-07:00:36 +00:00 FMT
YHUKANLHBIR HOMED 3anucik/ BEPCUA: ABdBFBGE—&HC4—4428-ADF5-2BQ?3AC95(}BCI 1 KmTpgn_upvémaF Konwna Ne: 1
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