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CEPTUOWKAT AHAITM30B U CEPTUGUKAT COOTBETCTBMA 'E

Ne 21-012615/01

Toproeoe HaumeHosaHwe npogykta:  MWAPOHAT® pacTeop Ans BHYTPMMBILLEYHOFO, BHYTPUBBHHOTO
1 napabynebapHoro BeeasHus, 100 Mr/mn

MexayHapoaHoe HenaTeHTOBAHHOE HauMeHoBaHue: MesbgoHmsi
Cepus Ne 1190721

[lata npoussoacTea: 01.07.2021

Konuyectso npoaykumu B cepuun: 14819 ynak.

Ynakoska Ne 10

AHanu3ab! BbINONHEHb! B COOTBETCTBUM ¢ TpebosaHuamu N N016028/02-061016 ¢ uameHeHusamu Na 1, Ne 2,
Ne 3 1 Ne 4 (NormDoc-DP000022/7, Annex-ND000323/4, Annex-ND0O00444/3, Annex-ND000544/2, Annex-

ND000527/3)

lNokasarenwn TpeboraHus PeaynbTaThl aHanusos
Onucauue MpospayHas GecLBeTHAR KUOKOCTbL MpoapayHasn BecLBETHAA KUOKOCTb
MoAnuHHOCTL
- C pacTeopoMm XnopothopmHbIF CNOit OKpalLMBaeTcs B BbigepxuBaeT ucrbiTakune
BpPOMTUMONOBOrG CUHETO W WenTbii user
XNopodhHopMom
- C pacTBoOpom itoga MosenseTcs KOpUYHEBOE OKpalLMBaHUe W Beigepxusaet ucnoitaHue

pacTeop MyTHeeT
- ¢ pacteopom [iparengopca OBpasyeTcs oparxesblii 0CAA0K

BbiaepusaeT UCnbITaHue

Mpo3pa4HocTb MNpenapat pgorpkeH BbiTh NPO3paAYHLIM MpoapayHblin
LiBeTHOCTL Mpenapat ponxeH GLiTh GecuBETHLIM UK BecugeTHbIi
He npesbilaTh 3TanoH B9
pH Or7,0n08,5 8,4
Mexaruueckue BKIHOYEHUA:
- BUAUMbIE HeBOOPYKeHHbIM  [lomKHb! OTCYTCTBOBaTL OTcyTcTRytoT
rnasom
- HEBMAWMbIE HEBOOPYKEHHbIM YacTuuyb! 2 10 Mkm — He Bonee 6000 B 57 B amnyne
rnasom amnyne
Yactuysl 2 25 Mkm — He Bonee 600 B 1 B amnyne
amnyne
MocTopoHHMe npumMecu He Gonee 0,5 % Menee 0,5 %
HomuHansHbeIW obbem He meHee 5,0 mn 5,2 mMn
CTepunbHOCTb [omkeH BbITh CTEPHITBHBIM CrepunsHbIii
BakrepransHble 3HA0TOKCUHBI He Gonee 0,35 EQ/mr Menee 0,0025 E3/mr
KonvuecteeHHoe 071 95,0 go 105,0 % MensaoHusA 996 %
onpefeneHue Avruaparta oT 3asBlIEHHOrO KoNu4ecTsa
Ynakoska Mo 5 mn B amnyne ua 6ecysetHoro cTekna Mo 5 mMn 8 amnyne usﬁecqs“?Hpr\cn cTekna
| rnaponUTUYECKOro Knacca ¢ NuHUed unu ! rMﬂponnqugcxéj:o an?cc “\bj_x_,oﬁ
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VigeHtudbukauma dopmel oTuéTal Bepeua; GRX-RUS_FDF_RUS 8
(porpamroe obecneyerme - SampleManagerLiMS 12.1, SP.2
YHrikanbtblii Homep sanuck/ sepens: 9884CD3F-0977-4A4E-8373-8B6CS22BB1A4/ 1
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Toprosoe HanMeHoBaHMe npoaykTa: MUITOPOHAT® pacteop ans BHYTPMMBILLIEYHOTO, BHYTPUBBHHOIO

1 napabyns6apHoro BeegeHus, 100 mr/mn

MexayHapoaHoe HENaTeHTOBaHHOE HaWMEHOBaHMe: Mernsqorui
Cepus Ne 1190721

Hata npouaeoactea: 01.07.2021

Konuyectso npoaykummn 8 cepun: 14819 ynak.

Ynakoska Ne 10

MNokasarenw TpeboBanua PesynbTathl aHanusos
Mo 5 amnyn B AueiikoBoii ynakoske 13 Mo 5 amnyn B A4eKOBON ynakoBke na
NONUBUHUNXINOPWAHOM NNEHKK UNk 13 NONMBUHUNXNOPVAHOW NNEeHKK N 13

nonuatTuneHTepedTanaTHoi nneHku Gea nonuaTunexTeped TanaTHoi nneHku Gesa

NOKPLITUA (NOALOH).

NOKPBLITUA (NOAAOH).

Mo 2 unw 4 (Tonbko ANA Npou3BoANTENEN Mo 2 s4eiikoBble ynakoskyu (nogaoHa)
3A0 «CaHToHuKa» 1 iy Bu v dapma BMECTE C UHCTPYKUMER No npUMEHEHWIO B

C.p.0.) A4efKoBbIe YNaKoBKK (NoaaoHa)
BMECTE C MHCTPYKUWER No NPpUMEHEHWIO B
nayke M3 KapToHa.

nadke 13 KapToHa.

Ha nauke MoXeT BbiTb HaHeceH cTukep Ha nayke HaHeceH cTvKep ANs KOHTPONA
ANA KOHTPONA NEePBOro BCKPLITHA. Nepsoro BCKPLITUR.
Mapkupoeka TeKCT MapKUPOBKK Ha pycckom Asbike. Ha  TexcT MapKMDOBKW Ha pyccKom sisbike. Ha
K2XAYI0 amnyny HaknevBaiT 3TUKETKY, KaXKAYH amryny HakneeHa aTvkeTka, rage
FAe yKasbiBarT: TOBAPHbLIA 3HaK yKa3saHbl: ToBApHLIN 3Hak enagensua
BMafenbua perucTpaUmMoKHoro PerucTpaumnoHHOro yAoCTOBEPEHUS,
YAOCTOBEPEHUA, TOProBoe HassaHue TOProBoe Ha3eaHWe npenapara ¢
npenapara ¢ npegynpeavTensHoi npegynpenuTensHon MapkMposkoin ®,
Mapk1poBKon ®,
nekapcTeeHHylo hopmy, conepaHme NekapcTeeHHas thopma, coaepxaHue
aKTMBHOrO BEljecTsa B 0AHOM M1 (Mr/MM),  aKTMBHOrO BEWEecTBa B O4HOM M (mr/mn),
0bBbeM, HOMEp Cepuu, CPOK roaHOCTH, obbem, HoMep CepuM, CPOK FOAHOCTH,

BHYTPEHHWMIA KOJ| MaKeTa NpouaBoaUTens u
ABYXMEDHYIO MaTPUYHY0 cuMBONuKy Data
Matrix (gnsa Jiad bu Om dapma c.p.o.).

Avelikosas ynakoeka He mapkupyeTcs. Ha  HAueiikosan ynakoska He mapkupyetcs. Ha
nayke yKaablBaloT: HazsaHve Bnagensla navke ykasaHbi: HassaHvwe Bnagensua
PerncTpaumuoHHOro YAOCTOBEPEHUs, ero PEerncTpaLUMoHHOTO YAOCTOBEPEHUS, ero

afipec v TOBapHbIA 3HaK, HassaHue
NPOU3BCAMTENA U Bro anpec,

Hokyrment nognucar ane«moﬁﬁcm NOAMMCEIO
Wnentudburaumnn hopmel oT4éTal Bepeus: GRX-RUS_FDF_RUS 8
lporpanmoe obecneverse - SampleiManagerLIMS 12.1. 5P.2
YHuKansHblid Homep 3anucu/ sepcust; S884CDAF-0077-4A4E-8373-8B6C922BB1A4/ 1
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Ne 21-012615/01

Toprosoe HaumeHoBaHUe NpoayKTa; MUNOPOHAT® pacrsop ans BHYTPUMBILLI@YHOrO, BHYTPUBEHHOTO
v napabyns6apHoro Beeaenus, 100 Mr/mMn
MexayHapogHoe HernaTeHTOBaHHOE HanMeHoBaHue: Meregorui
Cepus Ne 1190721 Ynakoska Ne 10
[Hara npouseogctea; 01.07.2021
Konuuyectso npoaykumuu B cepuu: 14819 ynak.

Mokasarenu Tpebosanun PeaynbTaTth aHanusos
TOProBoe HassaHhe npenapara ¢ TOProBOE HazeaHWe npenapata c
npeaynpeauTensHoOi MapKuposkoi ®, npegynpeauTensHoN MapkMposKkon ®,
MEXYHapoaHOe HeNnaTeHToBaHHoe _ MeXayHapoaHoe HenaTeHToBaHHoe
HassaHue, NexapcTBeHHyo thopmy, Ha3BaHwe, nekapcreeHHan opma,
CopepKaHne aKTMBHOMO BELECTRE B CoAepxaHKe akTUBHOIO BellecTsa B
OfHOM Mn (mr/mn), O4HOM M1 (Mr/mn),
KOnu4ecTso amnyn, obvem, cocTas Ha KONu4yecTeo amnyn, obbem, coctas Ha
oauH mn, «CTepunbHo», cnocobbl 0AWH M, «CTepUnsHO», cnocobil
BBEAGHUR, yCNnoBUs oTnycka, «[puMeHsTs  BREAEHUR, yenoaus otnycka, «MpuMeHsTs
no HasHa4YeHuio Bpayay, «lepeq no HaszHa4yeHuo spavay, «Mepeq
NPUMEHEHUEM NPO4MTATE UHCTPYKUMIO MO NPUMEHEHUEM NPOYMTARTE MHCTPYKLMIO
NPUMEHEHUIO», no NPUMEHEHMIO,

YCNoBUA XpaHenns, «XpaHuTs B YCIIOBUR XpaHeHWs, «XpaHuTe B
HeJoCTYNHOM AnsA AeTei mecTe!», HEQOCTYNHOM ANS geTeil mecTtel»,
BHYTPEHHWIA hapmMKoA NpoU3BOaUTENA BHYTPEHHUIA hapmKkod Npon3BOaUTENS,

(ana Enbgha ®apmackloTykan KomnaHu

C.A.; ana 3A0 «CaHToHukan),

BHYTPEHHUIA KOA MaKeTa NPOU3BOAUTENA N BHYTPEHHMIT KOf MakeTa npeanpuatua AQ
ABYXMEPHYID MaTpuqHyto cumsonuky Data «puHaeKe»,

Matrix (ans iy Bu 3m dapma c.p.o.),

BHYTPEHHWIA Koa MakeTa npeanpuaTus AQ

«puHOeke»,

HOMEep pPerncTpayuoHHoro HOMEep perucTpayloHHoro
YAOCTOBEPEeHWA, LUTPUXOBOR KoM, KOA YAOCTOBEPEHWS, LWUTPUXOBOM KoL, KO
npoaykra (aAns 3A0 «CaHToHWKa»), Homep npoaykTa, HoMep cepuu, aara
cepwvu, 4aTy NpoM3BoACTEA M CPOK NPOW3BOACTBA W CPOK rOAHOCTHY.
rOQHOCTH.

Ha nauke 4ONONHUTENBLHO yKaabiBaKT: Ha nauke goNoONMHUTENLHO YKa3aHb!:

TOBAPHLIW 3HAK BNagensua rpathuyeckoro  ToBapHbli aHak ana,qemqa rpacpnqecxoro
anemeHTa, rog paspaboTku AnaanHa 3
YNakoBku 1 obosHaueHue snaa

¥ B :
YyNakoBOYHOro MaTepuana. ynaxoaoquoro Ma‘repmanauv i \f . \'4,,‘
COUFNaTerona | 24y
B oTAenbHbIX cnyyasx MoryT 6biTe YkaaaHbl BHyTpEHHMB .Ronblxmnorp%cpwu \
yKa3saHbl BHYTPEHHME KOAb! TUNOrpathuu. | -;{ ] ERCYE j

HokymenT noancar 3neKTpoHHOR NOLMMCHI0
Mpentudbukauua dopmel oTuéral Bepena: GRX-RUS_FDF_RUS 8

Co aHn Na1a||a Klre|ehkova

lporpamroe obecnevenne - SampleManagerLiMS 12.1. SP.2 16-09- 2021 GT.__OO 21 +{}0 00 TMT
YHukansHoii Homep aanucv/ sepeus: 9884CDAF-0077-4A4E-B373-BB6C022BRB1A4/ 1 KOHTponupyemas Konms Ne: 1
Crpanuua 3/5
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CEPTU®UKAT AHATIM3OB U CEPTUDUKAT COOTBETCTBUA .E
Ne 21-012615/01

Toprosoe HaumeHoBaHve npogykta:  MUNAPOHAT® pacTsop Anst BHYTPUMBILLEYHOTO, BHYTPUBEBHHOTO

1 napabyns6apHoro eeegenus, 100 mr/mn
MexayHapoaHoe HeNaTeHTOBaHHOE HauMeHoBaHue: MebgoHmi
Cepua Ne 1190721

Oata npounaeoactea: 01.07.2021
KonuyecTtso npoaykummn B cepuu: 14819 ynax.

Ynakoska Ne 10

MokasaTenu TpebosaHus PeaynkTaTthi aHanM3oB
Ha Bokosom knanaxe moryT BeiTb Ha BokoBom knanaHe HaHeceHb! CpeacTBa
HaHeceHb! cpeacTBa aeHTMhUKauuu, naeHTUdMKaLMn,
Mayka SRU12.100.10
VIHCprKuMH g _ SRUIII‘IO(}/S
XpaHeHwe _ ] XpaHuTe npm Temnepawpe He Bbllue 25 °C He 3amopa>1maan;f
Cpox rogHocm N 5‘ne_T. E‘oqu .qo 0? 2026

3aknioyeHue: cooteeTcTBYyeT Tpebosanusam N N016028/02-061016 ¢ namerexuamm Ne 1, Ne 2. Ne 3 u

Ne 4
YTBEPXOEHO:
Anwnc Exabcoxe YNONHOMOYEHHOE N0 16-09-2021 09:16:17 +03:00 'MT
(Mmr Damunug) (QonxHoCTb) (Oara)
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LoKymenT nogrmcar 3neKTPOHHON MoANHCE
WMaerTuburkauun bopmbl oTuéral Bepewa: GRX-RUS_FDF_RUS 8

porpammrioe obecnevenus - SampleManagerlLIMS 12.1.SP.2 16-09:2024 07:Q0;21-+00:00 FMT
YHukansHsiii Homep 3anucu/ Bepevs: 9884CD3F-0977-4A4E-8373-8B6C922BB1A4/ 1 Komﬁonugyeman KOIWTF( Nn 4
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CEPTUDUKAT AHAITM3OB U CEPTUGUMKAT COOTBETCTBUA 'E
Ne 21-012615/01

Toprosoe HavMeHOBaHWe NpoaykTa: MWUNOPOHAT® pacTtBop ANA BHYTPMMbILLENMHOrO, BHYTPHMBEHHOTO
n napaGynw6apHoro Beegenus, 100 Mr/mn
MexgyHapogHoe HENaTeHTOBaHHOE HaWMeHoBaHue: MesbgoHunid
Cepusi Na 1190721 Ynakoska Ne 10
Oata npounssogctea: 01.07.2021
KonuyecTso npogykumun B cepun: 14819 ynax.

Homep PervcTpaunosHoro YaocroBepeHmsi: M N016028/02

MpouseoguTens:

MpouasoacTBO neKapcTBeHHoR HopMel:

3A0 «Canronmkar, Nutaa, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep npon3BoACTBEHHOR nuLeH3un:
0887Cepruchukar cootsetctaua HMM (GMP): LT/04H/2019

MepauyHas 1 BTOpUMHAR/NOTPEOUTENLCKAA YNaKoBKa:

3A0 «CanTtoHukar, Iurea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep npou3poacTBEHHOR NULEHAUM.
0887Cepruchukat cooteerctaus HNM (GMP): LT/04H/2019

KoHTpons kavecTsa:

3AQ «CaHToHukan, [uTa, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep Npou3asoaCcTBEHHOR NULEH3UM:
0887Ceptudmkat cooteercteus HIMM (GMP): LT/04H/2019

KoHtpons kadecrsa:

AQ «puHaexc», yn. Kpycrnune 53, Pura, LV-1057, Nateus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npovasoacTBEHHOM N1ueHaun: R00004; Ceptudbukat cootasercraua HINM (GMP): ZVA/LV/2018/016H
BhiMycKaoWwmii KOHTPOTb KayecTsa (cepTudmrkaLma cepun):

AO «[puHaekc», yn. Kpyctnune 53, Pura, LV-1057, MNateus/ JSC "Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep npouaBoACcTBeHHOW NuleHany: RO0004; Ceptudbukar cooteetctaus HMM (GMP): ZVA/LV/2015/016H

KommeHTapuu: Her

3anBneHue o cepTMdUKaLum:

«HacToslWwmMM A YAOCTOBEPAID, HTO NpUBEAeHHaA Bbilie WHPOPMAaLMWA ABNABTCS QOCTOBEPHOW W TOYHOWN. Ora
cepuA npoAykuun Obina npousseneHa (BkOMas ynakosky/ MapKkvpoBKy) W NpoBefeH KOHTPONb ee Kadecrsa Ha
BbILUEYTIOMAHYTOM y4actke B8 NONHOM COOTBETCTBUW C TpeﬁoaaHMﬂMM npasun Hannemameﬁ npOHBBOﬂCTBeHHDﬁ
NpakTuKku n B COOTBETCTBMU C TD&SOBZ‘:\HHQMM perucTpaloHHOro aocbe »

YnonHoMo4YeHHoe nuLo:

Hartanes KnpeeHnkosa ¥YNoSHOMOYEHHOE NALo 16-09-2021 09:57:38.+03:00 FMT
(Mma Pamunusa) (domxHocTs) Rl

Qe'lrf Rus

HorkymeHT nognucaH 3NeKTPOHHOR NoJMMCsK "
Mpentuchbukauus dopmst otuéral sepena: GRX-RUS_FDF_RUS 8 Cos.uaan Natalja KIfElEI’IkOVa
llporpammros obecnevenve - SamplelanagerLIMS 12.1. SP.2 16-09-2021.07.00:21.+00:00: MT
YHUKansHbIA HoMep 3anucu/ Bepcus; 98BACD3F-0977-4A4E-8373-8B6CI22BB1A4/ 1 Komponupveman mrmn Ne: 1
Crtpanuya 5/5 il




