CEPTH®OIKAT AKOCTI 23-016155/01

Kpaina sapobuuk: Cnopagamna / JlaTnia
Homep peecrpanifinoro nmocsigaenns Ne UA /3419/01/1
TepMin zii: 6escrpoxosmii

Cuna aii / akTHBHiCTE: Meapaonid 0,5 r/ 5 mna
Jlikapchbka popMa: po3aHH M in' exnii
Poamip i Tan yrrakopku: Ne 10 (5 x2) (1o 5 Mu1 B ammysii; mo 5 amMiyst B KOHTYpHil 4apyHKOBi#
yTIAKOBII (TiAI0H1), 0 2 NiANOHHA B Ma4mi)

cepig Ne63910723

Kinekicts B cepii : 18675 ynaxk .
Jlata supobuuuTEa: 03.07.2023
Hara 3axiagersa TepMiHy npuaarHocti: (7.2028

MIJIIPOHAT®, posana axs in'exiii, 0,5 r/ 5 M

Bupobrnx : XBM ®apma ¢.p.o. ( Bei cTaail BHpoSHANOrO Nponecy, KpiM BHITYCKY
cepii) , Bya. Cxinabincka, 30, Maprin, 036 80 , Cnorausmna, Ne nmitensii V-9/2022
AT « I'pingekc » , Byn . Kpycrnine 53, Pura , LV-1057, JIatsia / JSC "Grindeks", Krustpils
Str.53, Riga , LV-1057, Latvia ; Homep supobuuyoi mitensii : RO0004

Ceprudikar pigmoeigHocti GMP: Ne ZVA /LV/2022/002H Tepmin aii xo 28.10.2024.

AHaniau sukoHaHi BianosiaHo 3 MK ao PIT Ne UA/3419/01/01 Ta amin no MK no ao PIT Ne
UA/3419/01/01 ( NormDoc-DP000184/9, Annex -ND000355/2, Annex -ND000379/2 i Annex -

NDQ00433/2)
IMoxa3HuKH FKOCTE Bumorun MK Merton kouTpomnio Ak | PesyabTaTH aHa
ocTi N3y
1. Omuc AMmyna: ipo3opa aMITynia MK, 1.1, AMIiyna: npo3opa
3 OezbaprHOro cKia BUMIpIOIOTE aMmIryna 3
BHCOTOIO ITTaHremBIUPKYNEM | Ge3bapBHOTO CKia
67 MM + 4 MM, BHCOTOIO 68 MM.
Buict amMimymi: mposopa MKSL, 1.2,
6e3bapBHA pigHHA BISYaJIbHO Buict ammysm:
TIpo3opa
S OeabappHa piayHa
2. ImerTHdixamia XnopodopmAuit umap o Y BHTPHMY€
MENbIOHII0 noBUHEH (apbyBaTucs B BUNpoOYBaHAS
*KOBTUH KOIip
IToruHHO 3'9BUTHCA ] BHTPUMY€E
KOpHIHEBRe 3a0apBicH ) +K0nbopona~' BHOpoOyBaHHS
PO3UHMH TOBUHCH SNJ18 \/
IOMYTHITH \J@”d x>
3 peakTHBOM MK, n.2.3, BHTPHMY€
Hparennopda mopuseH KOJNTBOPOBA PeaKisn BEIIpoOyBaHHS
YTBOPHUTHCS

noMapaH4eBHi ocan

YHikansHui HoMep 3amucy / Bepein: 33B31A70-14CC-430B-B7E6-F58808392BC1/ 1

JLOKYMEHT MiAMHCAHMN CNICKTPORHIM I1iAIACOM
lnenrudixauis Gopmu 38ity / Bepeis: GRX-RUS_FDF_UKR 12
[porpamue 3abesnevuenns - SampleManagerLIMS 12.1. SP.2

Cp1ni




CEPTHU®IKAT SIKOCTI 23-016155/01
MIJIJIPOHAT®, posumn ans in'exmii, 0,5 r/ 5 ma

Kpaina sapoGruk: Cnopaywunna / JlaTein
Homep peectpauinoro nocsinucHua Ne UA /3419/01/01
Tepmin nii: 6e3cTpoxonmii

Cuna qii / aKTHBHICTE: MeJnxoHi#H 0,5 r /5 s
Jlixapceeka dopMa: po3aHH KA il exniit
Posmip 1 Tun ymakosku: Ne 10 (5 x2) (o 5 M1 B aMITyJIi; 110 5 aMmIryn B KOHTYpPHIM 9apyHKOBiH
yrnakoBHi {MAA0HI), 10 2 NiJIOHH B ITAHIIi)

cepis Ne63910723

KinekicTs B cepii : 18675 ynaxk .
Hara pupobrunrsa: 03.07.2023
Jarta 3akiH9eHHA TepMiHy npuaatHocti: 07.2028

3. Ilpo3opicts Po3unr nosunen 6yTH MK, 1.3, Hpozopwuit
IIpO30PHM B IOPIBHSHHI 3 €ep. Dapm.*, 2.2.1
BOJIOKD
4, KonsopoBicTh PozuuiH moBAHEH OYTH MKH4, m.4, OezbappHAit
GeabapBHuM B nopiBHAHHI | €Bp. ®apMm., 2.2.2 , Me
3 BOAICIO Tox 11
5. pH pozuuny Bin 7,0 no 8,5 MKAL, m.5, 84
€pp. Oapm., 2. 2.3.
6. Hominanesamii o6car He menm 5,0 M MK4L, 1.6, 5,1 M
€sp. Dapm., 2.9.17
7. MexaHi4Hi BRIKOYEHHA MK, n.7,
A. Bumumi gacTku He moBuHHO GyTH
€pp. ®apm., 2.9.20, | BiacyrHi
B. Hesuaumi yactku 10 MM 1 Hineiue - He €rp. Dapm., 2.9.19, 190 B ammy i
Oissime 6000 B amrryii; Merox I, rect 1.B
25 MKM i HinbIne - He
6inpmre 600 B ammyi 6 B aMmymi
8. CrepunsHicTs ITpenapar norrHeH OyTH MK, n.8, CTEPHITbHUI
CTepUIbHHI €p. ®apMm.*, 2.6.1,
9. bakrepianbHi MKA, o9, MEHIIe
CHAOTOKCHHHA €sp. apum., 2.6.14 , 0,00125 OE /M
MeTox A.
10. omimkm “f; \ MK, 11.10, Meree 0,5%
] &) ToHkomaposa
I3 xpomarorpadis,
/ METOTUKA
HiANPHAEMCTBA

JokyMenT minHcaHntl eIeKTPOHHEM THAMHCOM

Lacurndikanis gopmu 3nity / sepeis: GRX-RUS_FDF_UKR 12
[Mporpamue 3abesneuennd - SampleManagerL.IMS 12.1. SP,2

Ynikansunll Homep samucy / Bepeis: 33B31A70-14CC-430B-B7E6-F58808392BC1/ 1




CEPTUDIKAT AKOCTI 23-016155/01
MIJIJIPOHAT®, posurn aag in'exniii, 0,5 r/ S ma

Kpaina Bupoburk: Ciaosayunna / JlaTsin

Homep peectpartiinoro noceiguennas Ne UA /3419/01/01
Tepmin aii: Ge3cTpoxoBHit

Cusa it / akTHBHICTE: MeJabaoHii 0,5 r/ 5 mn
Jlixapceka ¢opMa: po3uHH A1 iR ekl

Posmip i Tun ynaxoeku: Ne 10 (5 x2) (no S Mit B aMmysii; To 5 aMITyJ1 B KOHTYPHii 9apyHKoBi
ynaxoBni (MUOH1), 10 2 NiAJ0HA B IaYLi)

cepia Ne63910723

Kimskicts B cepil : 18675 ynax .

Jara supobuuTea: 03.07.2023

Jara zaxindeHHs TepMiny npunataocti: 7.2028

11. Kinekicuuif BMicT Mex | 95,0 — 105, 0% MK, .11, 101,1 %
BAOHIIO IMriApaTy B ORHIN | Bif 3asBICHOT KiTBKOCTI METOJT HEBOHOTO
aMITy JTi (zasenena xinpkicrs 0,5 THTPYBaHHS,
r/5 M) METOMMKA
HiIIIpHEMCTBRE

IMauka: HUA15.0-5.10 ; Incrpyxuis: HUA/1/0.5/8

Bucrosok: Cepig Ne63910723 pinmosinae sumoram MKS no PII Ne UA/3419/01/01 ra
smigamna 10 MEKS o PII Ne UA/3419/01/01

¥YmorH 36epiranns: H/3

3aTBeprKeHO

CiaTa AHTOHOBHIA Kepisruk maboparopii 25-08-2023 15:13:06+03:00
KOHTPOJIIIO SKOCTi

Komenrapi: Hemae
3agBa Ipo cepTUdikamiio:
« Hmnmmm A 3acnmqym, M0 HABEACHA BHIIE m(]mpmaum € KocToBipHOIO i TOUHOIO. Ha

OPOBEJEHO KOHTPOOb il fIKOCTI HA BHIE3r:
suMoramu GMP, BcTAHOBRJICHHMH MICIIEBEM P&

no cnemupikauii, mo MicTHTLCS B peceTpail HO
YIAKOBKH T2 aHaNi3iB 6y nepernsiHyTi i BCY : DRBJI d&
’
Sric €xabconc YnoeHOBKERY QE0Ba Q-QS 2023 15:28:55+03:00

J'.ﬁ\“——l 8 \ \\\

.\\
Jaipa w0

JoxyMeHT mianncaHui eNCKTPOHHMM MiZNHCOM
Inenrudikauia fopmu 3eity / sepeis: GRX-RUS_FDF_UKR 12
Tporpamue 3abeanevenns - SampleManagerL.IMS 12.1. SP.2
YuikaneHuit Homep sarmcy / Bepein: 33831A70-14CC-4308-B7E6-F5880B3928C1/ 1
Crp3n3




Grindex

Joint Stack Company “Grindeks”
53 Krustpils Street, Riga, LY-1057, Latvia

E-rail: grindeks@grindeks.lv
wwnw. prindeks.eu

Phane: +371 67083205, +371 67083500 Unified registratlon No. 40003034935

S ST Ee R S

CEPTUOUKAT KAHECTBA Ne 23-016155/01

MUNOPOHAT® pacreop gnst nibekumid 0,5 r/d mn E
CtpaHa npowasogutens; Chosaivs / Jlareust
Homep PerucrpayuonHore YaocrosepeHun NeUA/3419/01/01
Cpok geiictews PY: beccpouHoe
Cuna AeiCTBUS/AKTUBHOCTE: MBMbAOHHWIA 0,5 /5 Mn
JlekapcTBeHHan popma: PacTEOp ANA UHbEeKUWA
Paamep v Tun ynakoeku: Ne 10 (5x2 ) (no 5 mn B amriyne; no 5 aMryn B KOKTYPHOR AYEAKOBOK
ynakoBke (NogacHe), nNo 2 NoAAOHA B naqke)

Cepua Ne 63910723

Konwuectno B cepuu; 18875 ynak.

[lara npoussoactea: 03.07.2023

[lata okoH4Yanuna cpoka rogsoctu: 07.2028

MpowzsopuTens: XBM dapma c.p.o. (Bce cTaguv npon3BoACTBEHHOTG NpoLecca, KpOMe BLINyCKa
cepun), yn. CknabuHeka, 30, MapTtuH, 036 80, Cnosakus, Ne niuueHsvn V-9/2022.
AO «'puHaexc», yn. Kpyctnunc 53, Pura, LV-1057, Ilateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-
1057, Latvia; Homep nponasofcTaeHHod nuueHanu: RO0004
CeptudmxaTt cooTBeTcTBUA GMP: ZVA /LV/2022/002H cpok aevicTena go 28.10.2024
Auanuabl:BeinonHeHbl 8 cootsercTBuy ¢ MKK k PY Ne UA/3419/01/01 u namenennsamn kK MKK k PY Ne
UA/341 9/01!01 (NormDoo—DP0001 84/9 Annex-ND000355/2; Annex-ND000379/2; Annex-ND000433/2)

Rl wahdie MeToasl KoHTpona
MokasaTend kavecTsa: - =7 ... .7~ ':Tpeﬁoaauuﬂ MKK KavecTBa PeaynbTaTs aHanMaoB
1. OnucaHue - ~ - . AMmyna: npoapadyHan aMnyna ua MKK, n,1.1, Amnyna: npoapavHas
GecUBeTHOroO CTeKNa BeICOTON 67 MamepsioT amnyna ua 6ecupeTHOro
MM + 4 MM WTAHrEHUMPKYNEM  CTEKNA BLICOTOW 68 mm
o o Coaepxanue amnynbi: MKK, r.1.2, MpospavHan GecyseTHas
' *  nmpoapavHas BecuseTHan BUZYaNbLHO XKUAKOCTE
- KMUAKOETE.,

2. MgeHTudmkauma mefibAoHUs - XnopodopMHbii cnoid gonwed  MKK, n.2, MKK, n.2.1, BelgepKusaseT UCNbITaHWe
SOToa o e . OKDAWMBATLCR B KENThIA UBET LBETHaA peakyws
HonxHo noasuthea kopudHesoe  MKK, n.2.2, useTHan BoigepkueaeT UcnbiTaHne
okpalMBaHNE K PACTBOP AOMKEH peaxyus

MYyTHETb
e

/5 peaxilin \

_ 1 m »f,.

TR ms a

C -p’e'éix'ruaom HpareHgopdra
" E a EM ll

" nomikén oBpasoeaTeea
i 19

' opa¥bkeBbid ocagok
MKK, n.4, Eap‘tt)ép .

Pacteop gonxeH BuiTh MpoapaydHkIii
NPO3PAYHEIM B CPABHEHWUM
 BOADH:. 1.
PacTeop aAonkeH BbiTe
GeCBETHEIM B CPABHEHUY C
BOAOW :.: -

Ov7,0no 8,5

3. MpoapasHocTs = '

4, LiBaTHOCTE bBecUBeTHLIA

5. pH pacTaopa MK , _ri;tj,'EBp.tbapM., 84
; 2,23,
ﬂaweﬁr TOArACaH anexrpaunaﬁ AOAITACH)
WMaeHTHbuKauWR hopmbl oTulTal Bepcun: GROCRUS: FDF_LUKR 12
oBaCnavalne -

FiporpammHoe MS 12.1. SP.2
YHukansHbii HomMep aanucif sapcus: 33B31A70-14CC-430B-B7EG-F5880B3928C1/ 1

Crpanuya 1/3

Coapano: Janis Jekabsons
25-08-2023 12:33:23 +00:00 TMT
KoHTpanupyemasn Konus Ne: 1




- Jeint Stock Company "Grindeks” E-mail: grindeks@grindeks.ly

G i d 53 Krustpils Street, Riga, LV-1057, Latvia wwaw.grindeks.eu
rln ex o " Phone: +371 67083205, +371 67083500 Unified reglstration No. 40003034935

CEPTUOUKAT KAMECTBA Ne 23-016155/01

MUIAPOHAT® pacraop anst MHbexumid 0,5 r/5 mn
CrpaHa npovasoauTens: Cnosaxma / Jlareus
Homep PernctpauuoHHoro YaocrosepeHus NeUA/3419/01/01
Cpok geiticteus PY: bBeccpodyHoe
Cuna fedcTBUA/aKTMBHOCTb: ManbAoHWHA 0,5 r/S Mn

NekapcTeeHHan cdopMa:  pacTBop LA BHbekyni

-
E " E

Pasmep v Tun ynakoekn: Na 10 {(5x2 ) (no 5 mn B amnyne; no 5§ aMnyn B XOHTYPHOK S4EUKOBOK

yrakoeke (noanoHe), no 2 nogaoHa 8 Navke)
Cepusa Ne 63910723 :
Konuuectso B cepuw: 18675 ynak

Lara npouasoacrea: 03.07.2023

Jara okoHuaHua cpoka roaHoctu: 07.2028

MeTtogb: KOHTpONA

Moxasareny KAYeCTBE B Tpeboeatiua MKK XaJecTaa PesyNnbTaThl AHANKI0B
6. HoMuHansHLIi obsem | . A H81M§Hiee 5,0, M. .+ -, MKK, n.6, EBp.®apm., 5.1 mn
- L 2.9.17.
7. MexaHu-eck1e axmouanun' TR
A. Bu,nmme Hac’muu R 'Hé"'ﬂdﬁ:k'uo 6hITb ~ MKK, n.7, Eep.®apm., OTcyTCTRYIOT
b :.”.' :.. I 2920
B, Hesuaumcie 'Hacw_u'u_b! 10 mkm 1 Gonee — He Bonee 6000 MKK, n.7, Esp.®apm., 190 B amnyne
o B aMNyne; 2.9.19, meTopn |, Tecr
' 7 1.B
25 mxm ¥ Gonee - He Gones 600 MKK, n.7, Eep.®apm., 6 B amnyne
B aMnyne 2,919, meTton |, TecT
1.B
8. CTepUnbHOCTL Mpenapar gomkeH GblTb MKK, n.8, Eep.®apm., CTepUnbHLIA
SRV o . CTEPUNEHBIM 26.1.
9. bakTepuanksHole 3HAOTOKCHHBI He‘-ﬁOrie_e 0,35 E3/mr MKK, n. 9, Meree 0,00125 E3/mr
Esp.®apm., 2.6.14,
10. Mpumecu - -~ - -, Hebonee 0,5 % _ MeHee 0,5 %
; e Ak o
. xboﬁarorpa(bu
Enn UsTUA ,,”;f
11. Konn4yecTeaHHOe coaepxaHme 95,0 - 105,0 % oT 3assneHHoro [g( n.11, Mero‘,ﬂ/ 101,1 %
MenbLACHUA B OAHOK aMnyne Konuuyecrea \ugamora/ L/
rpasanis,
nREANPUATHS
Mauka HUA15.0-5.10
VHCTPYKUMA . HUAO.S

T IOAMMCAN 3ROKTDOHNOE ROQITNCEI0
HnenTrcbukama dopme: oTuéTal Bapous: GRX-RUS._ FDF UKR 12
Fporpammrog obecnayenns - SampleManagerliMS 12.1, SP.2
YHUKaNLHKIA HOMOD 3aAUCK BOPCKA; 33831A70-14CC-4303—B?E6-F588033923011 1

CrpaHuya 2/3

aHo: Janis Jekabsons
25-08-2023 12:33:23 +00:00 TMT
KoHTpanupyamas konua Ne: 1



' Joint Stack Company “Grindeks” E-mail: grindeks@grindeks.iv
G 3 d 53 Krustpils Street, Riga, LV-1657, Latvia www.grindeks.eu
rln ex Pheone: +371 67083205, +371 67083500 Unified regrstratbon No. 40003034935

CEPTU®UKAT KAYMECTBA Ne 23-016155/01

MUINAPOHAT® pacraeop anst uHbexywii 0,5 r/5 mn

CTtpaHa npoussoguTens: Cnosakus / [latBus
Homep PernctpauvoHHore Yaocrosepenus NeUA/3419/01/01

Cpok geiicteua PY: beccpoMHOe

Cuna peAcTBMA/aKTUBHOCTL:  MensAoHui 0,5 r/5 mn

NekapcTeenHan opMa: pacTBOp AN MHbeKUMi

Pasmep n Tun ynakopku: Ne 10 (5x2 ) (no 5 mn B amnyne; no 5 amnyn B XOHTYPHOH AMEAKOBOK
ynakoske (MoAaoHe), no 2 noaaoHa B Navke)

Cepwuna Ne 63910723

KonuuecTeo B cepuu: 186875 ynak

Nara npouasoactea: 03.07.2023

Hara okoHYaHust cpoka rogHoctu: 07.2028

3akniovenune: cepua Ne 83910723 cooteeTcTeyeT Tpeboranusm ¢ MKK k PY Ne UA/3418/01/01 n

mnameHeHnamMu K MKK k PY Ne UA/3419/01/01
Ycnosusi xpaHeHua: N/A -

YTeepXaeHo: o g
: : Pykosopurens nabopaTtopuu
CuHTa AHTOHOBUYA. ) KOHTPONA Ka4ecTBa 25-08-2023 15:13:06 +03:00 T'MT
{Umn damunua) - - - (LlomkHoCTh) {Hara)

Kommentapuu: Het .-
3aneneHue o ceptuchukaumm: - o

«HacroAwmMm A yaocTosepaio, tm: npuae.neHHan BhiLL® uud:opmaqun ABNAETCA ACCTOBERHOR M TOuHOW. 3Ta
cepHa npofdykiuu - Guina npowssefeHa (BKHIO'-I&H YNaKoBKY /MapkMpoBKyY} W MpoBefleH KOHTPOMb 08 KAYecTBa Ha
aumeymuuuyrou yHacTke B HONHOM COOTBATCTBAM C Tpeﬁoaauumu GMP, ycraHOBREHHbIMU  MECTHBIM

YnonHomo4eHHoe nayo:

Anue EkabeoHe 25-08-2023 15:28:55 +03:00 TMT

{Ams Damunus) (Rava)
Horysmenr nqqnucaﬁ IITEKTDONHON NOOIHCE0
MasHTHDUKALMA dopibl oTWETal Bepews; GRX-RUS_FDF_UKR 12 CoagaHo: Janis Jekabsons
flporpammrice ofiscrgyarne - SampleManagerliMS 12.1. SP.2 25-08-2023 12:33:23 +00:00 T'MT
YHUKaNeHbIR Houep sanucu! Bepcuﬂ 33331A?0-14CC-43GB B7E6-F5880B392BC1/ 1 KoHnrponupyeman konms Na: 1

" CtpaHuya 3/3



AEPXKABHA CIYXBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINMPOIIETPOBCBKIU OBJIACTI

Auinpo, nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €IPIIOY 37070665

BHUCHOBOK
npo sAKicTh BBe3eHoro B YKpalny Jikapcskoro 3acoby
01.01.2024 Ne 67959/24/0411
MLIIPOHAT®

(naliMeHyBaHHS Nikapcekoro 3aco0y 3rixHO 3 peecTpaliltHuM noceiaueHHAM)
po34yuH a4 iH'exniii, 0,5 r/5 ma, no 5§ ma B ammyi; no S amnyJa y KOHTYpHil yapyHKoBil
ynakoBui (miaoni); mo 2 KOHTYPHI YapyHKOBI YnakoBKH (MiToHH) B navui 3 KAPTOHY

{bopMa BUTTYCKY, AO3YBAHHA, BUX NAKYBAHHS JTiKApcekoro 3acoby)

Howmep peectpaniftnoro nocsimaenns UA/3419/01/01 erpox nif peectpauitinoro nocsizueans 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 63910723 KinbkicTs BBE3eHOTO Nikapepkoro 3acoby 771
Bupo6HHK AT "T'pingexc”, Jlatsis
(naliMenyBsanHs BUpobHHKa Nikapcekoro 3acofy, kpaiHa MoXomxeHH)
Baeseno B YkpaiHy ToBapucTBO 3 00MekeHOK0 BignoBizannHicTio "BaJIM", inent, xox:
31816235

{natimenysarns Ta xoJ 3a €/IPIIOY opuauusoi ocobu alo npizsruie, iM', 110 6aTEKOBI
(bisnunol ocobu - minnpremuy, if Micle NpoxHBAHHL T4 peeCTpaLiiHMN HOMep o6nikoBol
KapPTKH IUIATHHKA N10JaTKiB a00 cepid Ta HoMep nacropra)

Iporokon Bisyanbuoro kourposmo sin 29.12.2023 & 07-01/3706/7.

3a pesynbTaTaMH JEPKABHOTO KOHTPOMO BCTAHOBNGHO, IWIC JikapcekuM 3aci6 BBeeHO B YkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA MOA0 3abe3nedeHHs AKOCTI NiKapChKHX 3aco0iB.

B. o. HavansHuKa JlepskaBHOT ciry:x0H 3

MiKapCBKHX 3aC00IB TA KOHTPOJIO 3a .
P . TPOJIO 3 Mapis BPE3IILKA
HapKOTHKamH y JIHi ‘Wﬁcsmﬁ
oGnacri : y
(nocaaoBa oco QITIO) (nianuc) (iniuiany Ta npispuine)

Hikitiuepa Okcana +38(066)345-41-71
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