Kpaina BupobHuuk: JlaTsisi

CEPTHU®IKAT SAKOCTI Ne 21-003235/01

BETAMAKC Ttataetku, mo 100 mr

Howmep peectpauiiino nocsiguenns NeUA/16487/01/03

Tepmin nii PIT: 11.01.2023

Cuna nii/akTuBHICTB: cyabnipua 100 mr

Jlixapcbka ¢opma: Tabaerku, mo 100 mMr
Posmip 1 Tn ynakoBku: Ne 30 (10x3) (mo 10 TadseTok y 6JicTepi; mo 3 6JicTepu B mavii)

Cepia Ne 1050920

KinekicTs B cepii: 6048 ymak.
Jata Bupobunursa: 11.09.2020

Jlata 3akiH4eHHs TepMiHy npugaTtHocti: 09.2023
Bupo6uuk: AT «I'pinnexcy, Byn. Kpycrnine, 53, Pura, LV-1057, JIatsis / JSC “Grindeks”, Krustpils Str.53, Riga, LV-
1057, Latvia; Homep BupoOHu101 minensii: RO0004

Ceprudikar BinnosigHocti GMP: Ne ZVA/LV/2019/016H Tepmin aii mo 31.12.2021.
Amnanizu BUKoHaHi BixnosigHo 3 MK no PIT NeUA/16487/01/03, naxa3s Ne 48 Bix 11.01.2018 i 3miau MKS o
PIT NeUA/16487/01/03 maka3 Ne 2467 Bix 30.10.2020.

IMoxa3znuku AKkocTi

1. Ommuc

2. Imentudikanis
CYJIbIIpUIY

3. Cepenus maca
TabJICTOK

4.  OpHOpiTHICTH
JIO30BaHHX
OIMHHIE

5. Pacnagaemictn’
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g JIOKyMeHT miinvcauuii eIeKTPOHHHUM IIi AIHCOM

Bumorn MKS

Kpyrmi
IUIOCKOLIMTIHAPUYHI
tabnetkn Oinoro aGo
Maxe

6inoro  kombopy 3
¢ackoro. Po3smipn
TabJIeTOK: AiaMeTp -
(7,0 £ 0,2) MM, BHCOTa
- (3,1 £0,3) MM!
A. Yo
JIOCIIiDKYBAHOTO
po34MHY B obOyacTi Bix
260 mo 320 mum
NOBUHCH Matu
MaKCHMYM TOTJIHHAHHSI
OpH  JOBXHHI  XBHJI
(291 £+ 2) um

b. T4 cnekrp cyxoro
3aJIUIIKY TabIeToK,
3HATUH B TabneT 3
Kajmilo  OpomigoM B
iHTepBam Bixg 400 cm-1
1o 4000 cm-1, nopHHEH
BIJIIOBIIATH |
CIIEKTPY CTaHIapTHOTO
3pa3Kka Cynsmipiay?

Bin 133,2 no 154,8 mr

CIIEKTp

IToBunEH BUTpUMYyBaTH
BUnpoOyBanHs (AV <
15,0)

He 6inbmie 15 xB

(NormDoc-DP000380/3, Annex-ND000588/1)

MeToan KOHTPOJIIO
AAKOCTI

MKJ, . 1,
Bi3yaJIbHO

MKJ, n. 2, MKA 1. 2.1,
Y-
cekTpodoTOMETPIs,
METOJ MiIPHEMCTBA,
Cep. Papm., 2.2.25

MKJ, . 2.2, 9 - meTon,
Cep. Papm., 2.2.24

MK, . 3,
Cep. ®apm., 2.9.5
MKSI 1. 4,
E€ap. dapwm., 2.9.40

MK, n. 5, €Bp. Oapm.,
2.9.1
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IneéArndixauia hopmu 3sity / Bepcis: GRX-RUS_FDF_UKR 7

Ilpozpamue 3abes3nevenns - SampleManagerLIMS 12.1. SP.2

PesyabTaTn ananizis

Kpyrni
IUIOCKOLMITIHIPHYHI
TabyeTku 6i10To0
KOJNBOPY 3 (packoro.

Burpumye
BHIIPOOYBaHHA

143,9 mr

AV=128

VYuikanvnui Homep 3anucy / eéepcis: B4OEDGF8-1BA7-48C5-8422-DD3988EE4B6E/ 1
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Kpaina Bupobuuk: JlaTBin
Howmep peectpaniiino nocBimuenns NeUA/16487/01/03
Tepmin nii PIT: 11.01.2023

Cuna nii/akTHBHICTE: cyannipua 100 Mr

CEPTHU®IKAT SAKOCTI Ne 21-003235/01

BETAMAKC Tabaerkn, no 100 mr

Jlikapceka ¢popMma: Tabaerku, mo 100 mr
Po3mip i Tun ynakosxu: Ne 30 (10x3) (mo 10 Taéaerok y Giicrepi; mo 3 6aicrepu B mauni)

Cepis Ne 1050920
KinekicTs B cepii: 6048 ymak.
Hara BupobuunTBa: 11.09.2020

Jlara 3akiH4€HHs TepMiHy npuaaTHocti: 09.2023

IToxa3zHHKH AKOCTI

6. Po3unHHICTH

7. Homimka A*

8. JloMimku

- OZIMHMYHA HEIICHTHU}IKOBaHA
JoMiIKa

- CyMa JIOMIIIIOK
9. Mikpo6iosoriyna YucToTa:

3arajibHa KiJIBKICTh
aepobHHuX
MiKpOOpraHi3mis
(TAMC)

3arajibHa KiJIbKICTh
IOPLKIDKOBHX 1
LBIJIEBHX TpHOiB
(TYMC)
Escherichia coli

8. KinbkicHuit BMicT
CyIbIipuay

ITauka:

IncTpykuis:
'He nepesipsitots. Tinbku s indopmanii.

?TIpoBepsIoT B pasi apGiTpaxy.

Bumorn MKSI

He menme 75% (Q) 3a 15 xB

He 6insmre 0,1%

He 6inpmre 0,1%

He 6inpmre 0,3 %

He 6inpme 10 KYO /1

He Ginpme 102 KYO /T

He noBunHO 6yTH / T
Bin 95,0 oo 105,0% Bin
3a9BJICHO] KiINBKOCTI

*TIpOBEpAIOT NpH AOCIIPKEHH] CTaGiIBHOCTI.
*[(2RS) -1-eTinniponigun-2-i1] MeTamin

Yuixanonuil nomep 3anucy / sepcis: B40EDG6FS-1BA7-48C5-8A422-DD3988EE4B6E/ |
Cropinka 2/3

Metoan KOHTpOIIO
AKOCTI
MK/, . 6, €sp. Papm.,
293, YD
CHEKTPOPOTOMETPI,
€sp. Papm., 2.2.25,
METOJ MiIPUEMCTBA
MKH4, n. 7, THIX, €sp.
Mente 0,1% ®Papwm.,
2.2.27, meTon
MiATPHEMCTBA

MK, n. 8, BEPX,
€sp. ®apm., 2.2.29,
METO] MiANPHEMCTBA

MKA, 1. 9.,
Cap. Papm., 2.6.12./
2.6.13.

MK, n. 10, Y-
cnekTpodoToMeTpis,
€sp. Papm., 2.2.25,
METOA MiANPHEMCTBA

JIOKyMEHT MiJIICaHUH eeKTPOHHUM HiAHCOM
Inenrudixauis gpopmu 3Bity / Bepcis: GRX-RUS_FDF_UKR 7
IIpozpamue 3abesneuenns - SampleManagerLIMS 12.1. SP.2

PesyanTaTn
aHani3iB
101%

Menme 0,1 %

Menme 0,05 %

Mennre 0,05 %

Menme 10 KYO /r

Menme 10 KYO /r

Biacyrasa/1r
101,5%

UA3.100.30B/T
UA/T/O/1 T




CEPTHOIKAT SIKOCTI Ne 21-003235/01

BETAMAKC Taoaerkn, no 100 mr
Kpaina BupobOuuxk: JlaTBis
Howmep peectpaniiino nocsinuenus NeUA/16487/01/03
Tepwmin nii PIT: 11.01.2023
Cuna nii/akTHBHICTB: cyabnipua 100 mr
Jlikapceka ¢opma: Tadaerku, no 100 mr

Po3mip i Tun ynakosku: Ne 30 (10x3) (mo 10 Ta6nerok y 6aicrepi; mo 3 6iictepu B maymni)

Cepis Ne 1050920
KinekicTs B cepii: 6048 ynmax.
Hata BupobrunTea: 11.09.2020

Mata 3akiHdeHHs TepMiHy npuaatHocTi: 09.2023

BucHoBok: cepis Ne 1050920 Binnosinae Bumoram 3 MKSI o PTT NeUA/16487/01/03, naka3 Ne 48 Bin 11.01.2018 i
aminn MKSI no PIT NeUA/16487/01/03 naxas Ne 2467 Bix 30.10.2020.

3aTBepokeHo: 3 .
ACTYNHUK KepiBHUKa
CiHTa AHTOHOBMYA na60|:¥aTopi'|' KgH-rgomo 09-03-2021 11:56:16 +02:00 TMT
AKOCTI
(Ims Mpizsuwye) (Mocapa) (Dara)

KomeHTapi: Hemae
3asnBa npo cepTudikauito:

«HuHiwHiM_ A 3acBipuylo, Wo HaseaeHa Buwe iHdopMmauia € OCTOBIpHOI0 i TouyHolo, Lia cepin
npoAykuii 6yna BUpo6ieHHa (Bknio4aloun ynakoBKy/MapKyBaHHs) | NpoBeAeHO KOHTPONb ii AKOCTI Ha
BuwesranaHiv AiNAHUI B NOBHIW BianoBigHOCTi 3 BUMoramu GMP, BcTaHoBneHMMM MicLieBUM
PEeryfaTopHuM opraHom, a_Takox BignosiAHO Ao cneuudikauii, Wo MiCTUTLCA B peecTpauiliHomy
Aocke. TlpoTokonu BUPOGHMUTBA, ynakoBkM Ta aHanisis 6ynu nepernsiHyTi i BCTaHOBNEHO
BignoBiaHicTL GMP».

YnosHoBaxeHa ocoba:

TeTsina Byns YnoBHoBaXeHa ocoba 09-03-2021 15:31:37 +02:00 'MT
(Ims Mpissuwye) (nocapa) (OaTa)

HOXyMeHT mifinucaHuii eIEKTPOHHUM ITi ATACOM
Inentndixanis dopmu 3sity / Bepcis: GRX-RUS_FDF _UKR 6
Ilpozpamne 3abesnevenns - SampleManagerLIMS 12.1. SP.2
Vuixanonuii nomep 3anucy / sepcis: E848F5B5-F1B0-4061-4910-5SBEA3CFS8C513/ ]
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Joint Stock Company “Grindeks” E-mail: grindeks@arindeks.lv

H d 53 Krustpils Street, Riga, i¥-1057, Latvia www.grindeks.eu
rl n ex Phone: +371 67083205, +371 47083500 Unified ragistratino No, 40003034935

CEPTUOUKAT KAYECTBA Ne 21-003235/01
BETAMAKC TaBnerm, no 100 mr E i

CtpaHa npoussogutens: Jlaraus
Homep Peructpauuontoro Yaoctosepernsi NeUA/M 6487/01/03
Cpox geiictensa PY: 11.01.2023

Cuna geiicTeus/akTMBHOCTL: CynbRupun 100 Mr

JexapcTeenHas chopma: Tabnetiu, no 100 mr

Pasmep u Tun ynakosku: Ne 30 (10x3) (no 10 TabneTox B 6nncrepe; no 3 tnucrepa B navke)

Cepua Ne2 1050920 _

KonnuecTso B cepuu; 6048 ynax.

[lara npouseogctea: 11.09.2020

Hata okoHuanus cpoka roguoctu: 09,2023

Npoussoautens: AO «Mputipexes», yn. Kpycmunc 53, Pura, LV-1057, Nateus/ JSC “Grindeks”, Krustpils
Str.53, Riga, LV-1057, Latvia; Homep npouseoacTeeHHo% nuuexsun: RO0004

Ceprucbukat coorsetcraua GMP: Na ZVA/LV/2019/016H CpPOK aelictBus no 31.12.2021.
AHanusbl BbiNosHeHb! B cOOTBETCTBUM ¢ MKK & PY Ne UA/M 6487/01/03, npukas Ne 48 o1 11.01.2018 u
usmeHeHne Kk MKK k PY Ne UA/16487/01/03 npukas Ne 2467 oT 30.10.2020. {NormDoc-DP000380/3,

Annex-NDO000588/1)
Merogul konTponn
MNoxazarerm kauecrsa TpeGoaarna MKK KravecTsa PesynbTath aHanuaos
1. Onucanue Kpyrsisie nnockoumnunapnyeckue MKK, n. 1, BU3YanLHo Kpyrnele
Tabnetkn Genoro unu noyYm NNOCKOLUMNNHAPUYECK S
6enoro ysera ¢ ¢packoii. TabneTku Geroro useta ¢
Paamepb! Tabnetok: gvamerp — cackont.
(7,0 £ 0,2) v, BbicoTa— (3,1
0,3) mm?
2. Vinentuthbukauus cynonupnaa A, YO ciekrp UCTLITYEMOoro MKK, n. 2, MKK, n. BwinepxuBaer ucnsiranse
pacraopa B o6nactu o7 260 go 2.1,'Yo-
320 HM gONKEH UMETH MaKCUMyM cnexkrpodoToMeTPUn,
NOFNOLEHUR NPY ANHE BONHBI  METOL, NPEanPUATHA,
(291 £ 2) Hm Ebp. ®apm., 2.2.25
B. WK cnexTp cyxoro octatka MKK, n. 2.2, K -
Tabnerok, cHATLIA B TabneTke ¢ meton, Esp. dapwm.,
Karmn Spomuacm 8 nHTepsane oT 2224
400 cm-1 go 4000 cm-1, QosoreH
cooTeeTcTBOBathL MK cnexrpy
CTaHAapTHoro gbpasuya
cynbnpmupa*
3. CpepHna macca TabneTtok OT 133,280 1548 mr MKK, n. 3, Esp. 1439 mr
®apm., 2.9.5
4..OpHopoaHoGTL Ao3NpoBaHHLIX [lomKeH BLIAEDKWVIBATL MKK, n. 4, Esp. AVv=18
eavHny ncnuTakue (AV < 15,0) ®apm., 2.9.40
5. Pacnapgaemocrb® He 6onea 15 mun MKK, n. 5, Eap, -
®apwm.,, 2.8.1
_ Zoxyment nonmucar snextponnoif nogmicsio
WaenTutbnkaymn thopmsl oTuéTal sBepcun: GRX-RUS_FDF_UKR 7 .. Cosnawno: Tatjana Bula
lporpammioe obecnieyesng -~ SampleManagerl IMS 12,1, SP.2 09-03-2021 13:31:56 +00:00 MT
Ynuikanbiblid Homep 3anuck/ sepcus: B4OEDBF8-1BA7-48C5-8A22-DD398BEE4BGE] 1 KoHTponupyemas konua Ne: 1

Crpanuua 1/3




Juint Stock Company “Giindeks” E-mail: grindeks@grindeks.ty

G H d §3 Krustpits Street, Riga, LV~-1057, Latvia www.grindeks.cu
rln ex Phone: +373 67083205, +371 67083500

CEPTUOUKAT KAYECTBA Ne 21-003235/01

BETAMAKC TaGnetiu, no 100 mr E I
Crpana npoussogutens: Jlarsus
Homep PeructpaumoHHoro Yaocrosepetus NelUA/16487/01/03
Cpok gelicteua PY: 11.01.2023
Cuna AeiCTBuA/aKTUBHOCTL:  Cynbimprg 100 mr
Jlekapcreertan chopma: Tabnetku, no 100 mMr

Pazmep v Tun ynakosku: Ne'30 (10x3) {no 10 TabneTok B Gnucrepe; no 3 Gnuctepa B navyke)
Cepua Ne 1050920

KonnyecTso B cepun: 6048 ynax,

[arta nponssoacrea: 11.09.2020

LlaTa okoH4aHws cpoka rogHocTy: 09.2023

MeToAb! KORTPONA
[Noxasarenu kayecrea Tpeboranua MKK Kauecrea Peaynbyars avanaos
6. Pacteopenne He menee 75 % (Q) 3a 15 MuH MKK, n. 6, Egp. 101 %
®apm., 2.9.3, Yo
cnexrpoctoToMeTPMA,
Erp. ®apm., 2.2.25,
METOR NpeanpraTHa
7. (lpumecsb A* He 6onee 0,1 % MKK, n. 7, TCX, Esp. Menee 0,1 %
®apm., 2.2,.27, meTop
npeanpusTUs
8. MNpumecu:
- eAuHUYHaRA He Gonee 0,1 % MKK, n. 8, BOXX, Menee 0,05 %
HeMABHTM(MYMPOBaHHASs Esp. ®apm.,
npumecs 2.2.29,mev0p,
ApeanpuaTUR
- CyMMa npumecein He 6onee 0,3 % Menree 0,05 %
9. MuxpoSiuonorudeckasn umcrora;
- ofujee “Mcno a3apobubix He Bonee 10° KOE/r MKK, n. 9, Esp. Mense 10 KOE/r
MuUKpoopraHusmos {TAMC) ®apm., 2.6.12.
2.6.13.
- obLiee YUCNO QPOXOKEBLIX U He Gonee 102 KOE/r Menee 10 KOE/
nnecHeskix rpnbos (TYMC)
- Escherichia coli He nomkHo 6biTe/r Oreyrersyer/r
10. KonuuecraenHoe copepxanune Ot 95,0 4o 1 050 % MKK, n. 10, Y- 101,56 %
cynbnupyRa OT3aRBAEHHONO KONKMECTBA cnexTpogoToMeTpus,
Esp. ®apm., 2.2.25,
METOA NPpeanpUATHA
Mayka UA3.100.30B/T
WHcTpykuma UATION_T
"He nposepsior. TomsKo 415 vpopMaysm,
Tposepsior B cny«ae apbuTpaxa.

posepsior npu necnegosans crabunshocms.
W2ZRS)-1-arunnnponngum-2-nnjmerasms

AoXymenT nognncar anexTporHoN nogmcso

Mpentrraumn bopme: oTvéTal Bepein; GRX-RUS_FDF_UKR 7 Coagano: Taljsna Bula
Tiporpammroe obecnedenme - SampleManagerLiMS 12.1. SP.2 ) 08-03-2021 13:31:57 +00:00 FMT
YHuKanbhbiA Homep sanucw sepens: B4OEDSFE- BA7-48C5-8A22-DD39BBEEABGE/ 1 Koutponupyeman xoms Ne: 1

Crpannua 2/3




3oint Stock Company “Grindeks™ E<mail: grindekstigrindeks.lv

G H d 53 Krustpils Streat, Riga, LV~1057, Latvia wivw.grindeks,ew.
r ln EX Phone: +371 67083205, +371 67083500 Unifiad registration No. 40003034935

CEPTUOUKAT KAYECTBA Ne 21 -003235/01
BETAMAKC raGnerxu, no 100 mr E i

Crpana nponasogutens: Jateus

Homep PeructpauuonHoro Ynocvosepenns NeUA/16487/01/03
Cpok peiicteua PY:  11.01.2023

Cuna peiicTans/akrusHoCTb: cynonupng 100 mr
NexapcTeenHan chopma: TabneTim, no 100 mr

Paamep v Tun ynakoexu: Ne 30 (10x3) {no 10 TabneTok B Gnuctepe; no 3 Gnucrepa B navxe)
‘Cepusi Ne 1050920

KonuyecTso B cepun: 6048 ynak.

Hara npoussogcrea: 11.09.2020

Aarta okoHuaHusa cpoka roaHocTy: 09.2023

3akniouenme: cepus Ne 1050920 CoOTReTCTBYET TpeboraHmaM ¢ MKK x PY Ne UA/Y 6487/01/03, npwkas
Ne 48 ot 11.01.2018 v uameHenme k MKK k PY Ne UA/16487/01/03 npukas Ne 2467 ot

30.10.2020.
YTBepxaeHo:
PykosoguTens nabopaTopun
Cunra AHTOHOBVNa KOHTpPONA xavecTBa 09"03‘2021 11.56:16 +02:00 '™MT
(W ma ®amunun) (Donxwocts) {Dara)

KommenTapuu: Her
3aseneHue o ceprudimkaim:

«Hacrosituum s ygocToBepAID, uTo NpUBeAeHHAS Bbitlle MHpopMaLUA srnseTcs LOCTOBEPHO# K
To4HOA. OT1a cepust npogyKkumu Ghina npousse/ieHa (Bwmoyan ynaxoRky/ MapKUpoOBKY) M npoBefeH
KOHTPOIIb. 66 KaYEeCTBA HA BLALGYNIOMSIHYTOM y4yactke B nONHOM COOTBETCTBMM C Tpebosatmamn GMP,
YCTAHOBNEHHLIMK MECTHLIM DEryNnsTODHLIM -OPTaHOM, & TakKe COrNacHo cneundukayny, coflepkalieiicn
B PEruCYpaumorHoM Aocke.llpoTokont: fnpoussogeTea, YNakoBKM ¥ aHanusoB ObinU NepecMOTPeHbl M
ycrahHoBneHo coorteercTave GMP »

YNonHoMoueHHoe nuto:
TatbsHa Byns YNONHOMOYEHHo® NnLo 09-03-2021 15:31:37 +02:00 TMT
{Ums darnnus) (NormiaiocTh) (Nara)
Loxyment nognncaw anextponnoi noanucsio
Wnewmduxkayvn hopmb) oTuétal aepcun: GRX-RUS_FDF_UKR 7 Cosgano: Taljana Bula
TIporpammrioe obecnevarue - SampleManagerl/MS 12.1. 5P.2 09-03-2021 13:31:57 +00:00 'MT
YHURNLHGIA HoMeD 2ancw/ Bepcun: BAOEDBFE-1 BA7-48C5-8A22-DD39BBEE4BGE/ 1 Kotponupyeman xonir Ne: 1

Crpanuya 3/3




JEPXIJIKCIIYXBA
AEPKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJUIIO 3A

HAPKOTUKAMM Y KHIiBCBKIN OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €EJIPIIOY 37078774

BUCHOBOK
Npo AKICTL BBE3€HOro B YKpaiHy JiKkapchbKoro 3acody

24.05.2021 Ne 26242/21/10

BETAMAKC

(nafiMeHyBaHHS ikapchKoro 3acoby 3riIHO 3 peecTpaLiiiHUM NOCBITYEHHAM)
Tabaerku no 100 mr, mo 10 Tabaerok y Guictepi; mo 3 6aicTepn B mauni 3 KApPTOHY

(dopma Burycky, 103yBaHHs, BUX NaKyBaHHs Nikapchkoro 3acoby)

Howmep peectpauitinoro nocsixuenns UA/16487/01/03 crpox aii peecrpauiiitoro nocsimuenns 11.01.2023

Cepis nikapcbkoro 3aco6y Ne 1050920 KinbkicTs BBe3€HOTO stikapcskoro 3aco6y 3000
Bupo6uuk AT "I'pinpexc"”, JlaTsis
(nafimeHyBanns BUPOOHHKA NIKapCHKOro 3acofy, kpaiHa MOXOKCHHS)
Beeseno B Vkpainy CrinbHe yKpainchKo-ecTORChKe MANPHEMCTBO y $opMi ToBapHCTBa
3 o6mexenoro BianosinaabHicTIo "' OuriMa-®apm, JITI", igent. xon:
21642228

(naliMenyBanus Ta koa 3a €JIPTIOY 1opuauunoi ocobu abo npi3Bule, iM's, 10 GarekoBi QizuuHOT
0co0H - mianpremus, i Miclie MPOXMUBAHHS Ta peecTpauiHHuit HOMep 00/1iKOBOT KapTKH TIATHUKA
nojarkis abo cepis Ta HomMep macnopra)

TpoTokon BisyanbHoro kourposio Bin 24.05.2021 Ne 1540/2.

3a  pesyjbTaTaMM IEpXKABHOTO KOHTPONIO BCTAHOBJIEHO, WIO nikapcekuif  3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHSM BUMOT 3aKOHOAABCTBA OO 3a6e3NeYeHHS AKOCTI JliKapchKuX 3aco0iB.

e *4"}” R
e RS : j Ta Y
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Joint Stock Company Grindeks G ° d ‘\/
53 Krustpils Street, Riga, LV-1057, Latvia rn ex
Phone + 371 67083205, fax + 371 67083505

E-mail grindeks@grindeks.lv, www.grindeks.eu
Unified registration No. 40003034935

k1 {3
CEPTU®UKAT KAYECTBA Ne 20-009536/01 [=];

BETAMAKC TatbneTtku, no 100 mr
CtpaHa npoussoautens: Jlateus

Homep PeructpaunonHoro Ygoctoseperusi NeUA/6487/01/03
Cpok peiicteus PY: 11.01.2023

Cuna gelicTBus/akTMBHOCTL: cynenupua 100 mr

NexapcteenHan dhopma: Tabnetku, no 100 mr

Pasmep u Tvn ynakosku: Ne 30 (10x3) (no 10 TabneTok B 6nuctepe; no 3 6nucTepa B nadke)
Cepusi Ne 730620

KonunuecTso B cepun: 2217 ynak.

HAata npousBoacTtea: 15.06.2020
[ata okoH4yaHus cpoka rogHocTu: 06.2023

lMpoussogutens: AO «puHaeke», yn. Kpyctnunc 93, Pura, LV-1057, MNateusa nuuensuv RPN-04/15
(QencTeyolwasn B Ykpane); RO0004 (Aenctyrowan B EC, noganHas Ha yTBepkIeHWe B YkpauHy).
Ceptucpukat cooteercTeus GMP: NeZVA/LV/2017/016H (OeiicTeytowwii B Ykpaune); ZVA/LV/2019/016H
(AevicTeytowwii B EC, nogaHHbIi Ha yTREPKAEHWE B Ykpauny).
AHanusbl BeINOHEHBI B cooTBeTCTBUM ¢ MKK K PY Ne UA/M 6487/01/03, npukas Ne 48 ot 11.01.2018
(NormDoc-DP000380/3)
MerTogiel kKoHTpOnA

Mokasarenun kayecTBa Tpeboeanuss MKK KavyecTtea PesyneTathl aHanusoe

1. Onucaxue Kpyrnbie nnockoumnuuapuyeckue MKK, n. 1, BU3yanbHo Kpyrnsie
TabneTkn 6enoro nnu nouTu NMOCKOLMNWHAPUYECcKne
Genoro ugeTa ¢ hackoii. TabneTtku Genoro uBeTa ¢
Paamepbl TabneTtok: guametp —~ dackoii.
(7.0 £ 0,2) Mm, BbICOTA — (3,1 +
0,3) Mmm’

2. UpeHtudmkaums cynbinpuaa  A. YO CMeKTp UCnbITyeMoro MKK, n. 2, MKK, n. BblgepxvBaeT UcnbiTaHme
pacrteopa B obnactu ot 260 a0 2.1, Yo-

320 HM JOMKEH MMETH MaKCUMYM CNeKTpOhoTOMETPUS,
NOTNOWEHNA NPU ANWHE BONHLI  METOA NPeanpusTus,

(291 £ 2Y um Egp. ®apm., 2.2.25

b. VK cnexrp cyxoro ocraTka MKK, n. 2.2, MK -
TabneTok, CHATLIA B Tabnetke ¢ meToa, EBp. Ddapm.,

Kanus 6poMuaoM B MHTEpBane ot 2224

400 cm-1 go 4000 cm-1, gonxeH
cooTBeTCcTBOBaTh VK cnektpy
CTaHfapTHoro obpasua

cynbnupuaa®

3. CpepHan macca TabneTok Ot 133,2 go 154,8 mr MKK, n. 3, Esp. 144,0 mr

$apm., 2.9.5
4. OHOPOAHOCTL A03MPOBaHHLIX [JoMmKeH BbIAEPXNBATL MKK, n. 4, Esp. AV =12
eauHnL, ucnbitanue (AV < 15,0) ®apm., 2.9.40
5. Pacnagaemocts? He 6onee 15 MuH MKK, n. 5, Esp. -

Papm., 2.9.1

LorymenT nognucar aeKTpoHHOR MOqMHCHI0

Waentudmkaums dopmel oTYdTal Bepcus:; GRX-RUS_FDF_UKR 2 CospaHo: Natalia Kirejenkova
lIporpammroe obecrisyenme - SampleManagerl IMS 12.1. SP.2 17-08-2020 07:48:20 +00:00 'MT
YHukanbHblid Homep sanncu/ Bepons: 6000F 149-7853-420A-B8AT-E47281DA2ES4/ 1 KoHTponupyemas konus Ne: 1

Crpanuya 1/3
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Joint Stock Company Grindeks

53 Krustpils Street, Riga, LV-1057, Latvia
Phone + 371 67083205, fax + 371 67083505
E-mail grindeks@grindeks.lv, www.grindeks.eu
Unified registration No. 40003034935

CEPTUDUNKAT KAYECTBA Ne 20-009536/01
BETAMAKC TatneTtku, no 100 mr

CtpaHa npoussoauTens: Jlareus

Homep PeructpaunorHoro Yaoctoeepenust NeUA/M6487/01/03

Cpok geticteus PY: 11.01.2023
Cuna feicTBua/akTUBHOCTL:  cynbnupua 100 mr

IekapcTBeHHan dopma: Tabnetku, no 100 mr

Grihdex

EIEl
E]:%

Paamep v Tun ynakosku: Ne 30 (10x3) (no 10 tabnetok B 6nuctepe; no 3 6nucrepa B navke)

Cepusa Ne 730620

KonuyecTso B cepun: 2217 ynak.

Hata npousBogertea: 15.06.2020

[ata okoHyaHvs cpoka rogHocTu: 06.2023

MeToge! koHTpONS

lNokasarenu kavecTea TpebobaHua MKK Ka4yecTea PezynbTathl aHannsos
8. PacTeopenue He meHee 75 % (Q) 3a 15 MuH MKK, n. 6, Egp. 98 %
dapm., 2.9.3, YO
crnekTpodoTOMETpUs,

7. MNpumeck A* He bonee 0,1 %

8. Mpumecu:

- 8AMHUYHAsI
HenaeHTUdULMpOBaHHaH
NpUMECh

He bonee 0,1 %

- CyMMa npumecen He 6onee 0,3 %

9. Mukpobuonoruyeckas ynMcToTa:

- obLiee YICNo aspoBHBIX
MUKpoopranusmos (TAMC)

He 6onee 10° KOE/r

- obluee YACNO APOXKEBbLIX U He bonee 10* KOE/r
nnecHesbix rpuboe (TYMC)

- Escherichia coli He ponxHo BbITh/T
10. KonuyecteeHHoe cofepxanne OT 95,0 go 105,0 %

cynenupuaa 0T3aABNEeHHOro Konnyectea

Mauka

WHcTpyKuws

'He riposepaioT. TorbKoe 4n8 MHIOPMELIH.
AiposepsioT B CAYyHae apBUTPaxa.

¥lposepsioT npy HccregoBam CTabHTLHOCTH.
V2R S)- 1-arunmuponugus-2-unjmeramms

Eep. ®apm., 2.2.25,
MeTo[ NpeanpuaTus
MKK, n. 7, TCX, Esp.
dapm., 2.2.27, metoq
npeanpuUsTUS

MKK, n. 8, B3XX,
EBp. ®apm.,
2.2.29,meToq
npeanpusTis

MKK, n. 9, Eep.
®apm., 2.6.12. 1
2.6.13.

MKK, n. 10, Y-
crnexTpodhoTOMETpUs,
Esp. ®apm., 2.2.25,
MeToA NpeanpuaTust

HoryMeHT nogmican snekTpOHHONR NoLMHcHo

Wnentudukauua dopmel otuétal Bepcusi: GRX-RUS_FDF_UKR 2
lporpammuoe obecnieverne - SampleManagerl IMS 12.1. SP.2

YHukansHbli Homep 3anucu/ Bepous: 6000F 149-7853-420A-B8AT-E47281DA2ES4/ 1

Crpanunua 2/3

MeHnee 0,1 %

MeHee 0,05 %

Menee 0,05 %

Menee 10 KOE/r

Menee 10 KOE/r

Oreytereyetr/1 1
99,1 %

UA2.100.30B/T
UA/TION_T

CospaHo: Natalja Kirejenkova
17-08-2020 07:48:20 +00:00 T'MT
KoHTponupyemas konus Ne: 1
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Joint Stock Company Grindeks

L3
53 Krustpils Street, Riga, LV-1057, Latvia Grndex
Phone + 371 67083205, fax + 371 67083505
E-mail grindeks@grindeks.lv, www.grindeks.eu

Unified registration Ne. 40003034935

E1 "EI
CEPTUOUKAT KAYECTBA Ne 20-009536/01 [=];

BETAMAKC TabneTku, no 100 mr

CrtpaHa npoussoautens: Nateus
Homep PeructpaumoHHoro Ynoctoseperusi NeUA/16487/01/03
Cpok geiicteus PY:  11.01.2023

Cuna peiicTens/akTMBHOCTD: cynenupug 100 mr
NexapcteeHHas dopma: Tabnetiu, no 100 mr

Pasmep v tun ynakosku: Ne 30 (10x3) (no 10 Tabnetok B 6nucrepe; no 3 6nuctepa B nauke)

Cepus Ne 730620

Konuyectso B cepuu: 2217 ynak.

Hata npouasoactea: 15.06.2020

Hara okoHyanus cpoka rogHocTu: 06.2023

3akrnioveHue: cepusi Ne 730620 CoOTBETCTBYET TpeboraHusam ¢ MKK k PY Ne UA/16487/01/03, npukas
Ne 48 or 11.01.2018 (NormDoc-DP000380/3)

YTBepxaeHo:
3amecTutens pykoBoauTens
HOpMyH,ﬂ,C SHMHbLU naﬁopa-ropmw KOHTpONA kavyecTBa/ 14'08'2020 121928 +03:00 'MT
Pykosoautens npoekra LIMS
(Mma Pamunms) (HomxHocTs) (Oara)

KommeHTapun: Her
3asBneHue o cepTudmkaLmm:

«Hactosiwwmm 5 ygoctosepsio, uto NpneeneHHas Bblle uHcOpMauMs ABRseTCS AOCTOBEPHOW 1
TOYHOW. 3Ta cepus npoAykymn 6Gbina npouseegera (Bkmiouas YNakoBKy/ MapKMpOBKY) M npoBegeH
KOHTPONb €€ Ka4ecTBa Ha BLILLGYNOMAHYTOM Y4YacTKe B MOMHOM CooTBeTCTBUM C TpeGosaHusimMm GMP,
YCTAHOBNEHHBIMU MECTHBIM PerynsTOPHLIM OpraHoM, a TakKe cornacHo cneuyudmkaumn, cogepkalueiics

B perucrpauuonHom pocee.lMpoTokons! NPOU3BOACTBA, YNAaKOBKM W aHaNW30B 6binu NnepecMoTpeHsbl u
yCTaHoBNeHo cooteBeTcTAaue GMP »

YnonHomoueHHoe nuuo:

Haranbsi Kupeenkosa YNONHOMOYEHHOE NNL 17-08-2020 10:48:04 +03:00 TMT
{(Umn Pamunmns) (OomxHocTb) (Oara)

HokymenT nogmcar anexTporHoi nogmucsto

VineHTuchukaums dopmel otuéTa/ Bepcua: GRX-RUS_FDF_UKR 2 CospaHo: Natalja Kirejenkova
[lporpammroe obecnevernme - SampleManagerl. IMS 12.1. SP.2 17-08-2020 07:48:20 +00:00 TMT
YHUKanbHbIA HOMep 2anucu/ Bepcus: 6000F 149-7853-420A-BBAT-E47281DA2E84/ 1 KonTponupyemas konms Ne: 1

Crpanuua 3/3
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JEPXJIKCITY)XBA
JAEPXKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIIA OBJIACTI

npocnekT Banepis Jlobanoecekoro, 51, m. Kuis, 03110, ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK

Mpo sIKiCTH BBE3eHOro B Y KpaiHy JikapcbKOro 3acody

17.11.2020 Ne 60237/20/10

BETAMAKC

(HaiiMeHyBaHHS NiKapcbkoro 3acody 3rifHO 3 PEECTPaLiiiHUM MOCBITYEHHAM)
tabaerku mo 100 mr, mo 10 TadaeTok y 0.icTepi; mo 3 0JicTepn B nad4ii 3 KAPTOHY

((hopma BUMyCKY, 103YBAHHA, BUI NAKyBAHHA NiKapCLKOro 3acofy)

Homep pe.ec-rpauiﬁnoro nocinuenns UA/16487/01/03 crpoxk aii peectpauitinoro nocsimuenns 11.01.2023

Cepis nixapcbkoro 3acoby Ne 730620 KinbkicTb BBe3€HOrO Jikapcokoro 3acoby 2217
BHpoGHHK AT "T'pingexc", JIatBis
(HaliMeHyBaHHS BHPOOHMKA TiKapchKOro 3acoly, KpaiHa MOXOMKEHHS)
Beesero B YKpaiHy CnisbHe yKpaiHChKO0-eCTOHChKE MANPHEMCTBO Y GopMi TOBapHCTBA
3 00MekeH010 BignosinaabHicTio "'OnriMa-®apm, JITA", inent. xoa:
21642228

(naiimenysanns Ta Koz 3a €JIPIOY opuanunoi ocobu abo npizsuie, iM'd, no 6aTkkoBi BizuuHOT
0COOM - miANpHEMLS, Ti MicLe MPOKHBAHHA Ta peecTpauiiHui HoMep 06/1iKOBOT KAPTKH NIATHHKA
nojartkis abo cepis Ta HoMep nacnopra)

TMpoToxkosn BizyanbHoro kourpouio six 10.11.2020 Ne 3847/4.

3a pesynbTaTaMH [IEPKABHOTO KOHTPOIIO BCTAHOBJEHO, MWIO JiKapchkMA 3acid BBe3eHO B YKpaiHy 3

KOHOJABCTBA 1100 3abe3neyeH

| AKOCTI JIiIKapChbKUX 3aCO0iB.

\ AT Onexciii COJIOJIPAT

(mianue) (iHiuianu Ta npi3exiLe)
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