~ JIEPXJIKCIYXBA
JAEPKABHA CIHYIKBA 3 JIKAPCBKHUX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU ¥ KHIBCBKIM OBJIACTI

npocnext Banepis JloGanoscrkoro, 51, M, Kais, 03110, Ten/daxc: (044)-363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

. BUCHOBOK __
TIPO AKICTH BBE3EHOro B YKpainy JiKapchKoro 3aco6y
13.01.2023 Ni 54636/23/10
EETAM AR

(RAAMCHYBARHY MKAPCRKOTO 3ac0fY 3riaHO 3 peceTpaniHI mocniauensan)
TabaeTrn no 200 mr; no 10 Tabaerok y Gaicrepi; no 3 SaicTepu B mauui

{(thopma Bunycky, D03yBauns, BII NAKYBaHHS RIKAPCRKOTO 3ac00y)
Honiep peectpauiiinoro nocaiguenns UA/16487/01/01 crpox aii pecerpanifinoro tocsizuenm 13.12.2023
‘Cepis nikapcskoro 3acoby Ne 3060222 Kinexicts 88eaeroro nikapcskoro 2acody 120

‘Bispobnng AT "rpiHiIEI{'Cii;' ﬂﬂTBiﬂ.

{waitvieRysanna pupobHiska AikapchKoro sacoby, KpaiHa NoXoaKeHHs)

Biescno B Yipaiuy- CrinbHe ykpaiHchKo-eCTONCEKe DiAPHEMCTBO Y (opmi
‘TOBAPHCTBA 3 00MeRen 010 BianoBixaabHicTio " Onriva-Papy,
A", jnent, wop: 21642228

(maiiveHysanus Ta ko 3a EJPTIOV opuanusol ocob1 aGo nipizeuuie, iM'S, 10 GATEROE]
hizsal ccobi - nianpiemns; il Micue nposipanud Ta peccTpanifingil noMep ofaikonol
KAPTKH MIIATHNKL HOZATRIE abo cepia Ta HoMep nacropTa)

HpoToxoa eizyansHore xoutpono gig 13.01.2023 Ne 3346/1.

3a pesynbTatamMn AepiKaBHOTO KOHTPOMI0 BCTAaHOBNEHO, MO AiKapehxni 3aci® meeseno &  YEpaity ¥
JOTPHMAHHAM simor JAKOHO/BBCTEA W60 3afesmeenis Akocti nikapobkux 3acobis.

Ipusa TAJIAMAP

et

(isiuinns o spimmne)

o



CEPTHUODIKAT AKOCTI Ne 22-003874/01

BETAMAKC tadaerku, no 200 Mmr

Howmep peectpauiiino noceiguenas NeUA/16487/01/01

Tepnim mii PIT: 13.12.2022

Cuna aii/akTHBHICTS: cyabnipum 200 Mr

Jhikapceka.popma:. Tabaerku, no 200 Mr

Posmip i tem ymaxosku: Ne 30 (10x3) (mo 10 ra6ieroi y 6iictepis mo 3 6iicTepy B naymui)

Cepig Ne 3060222

KinexicTs B.cepii; 5612 ynak.

JMarta Bupobuuntsa: 21.02.2022

Jara 3akiHYeHHs TepMiny npupaTHocTi: 02.2025.

Bupobuuk: AT «I'pinnexe», Byn. Kpycrmine, 53, Pura, LV-1057, Jlatsia / JSC “Grindeks”, Krustpils Str.53; Riga,

LV-1057, Latvia; HoMep BupoOuuyol ninensii: RO0004

Ceprudikar Bignosigaocti GMP: Ne ZVA/LLV/2019/016H tepmir i no 30.06.2022
Auanizu BukoHasi BianmosigHo 3 MKS go PII NeUA/16487/01/01, nakaz Ne 1586 8ix 13.12.2017 1 3minn
MKS o PII NeUA/16487/01/01 nakas Ne 2467 8ig 30.10.2020.

(NormDoc-DP000381/3, Annex-ND0O00589/1)

Tloxa3zHHUKH AKOCTI Bumoru MK$ MeToau KOHTPOJII0 Pe3yabTaT aHamizis
AKOCTI

1. Omnmc Kpyrumi Kpyrm
IUTOCKOTIHITI B AP HYHi MK, 0. 1, MAOCKOUB I HAPHIHI
Tabnetkn  Ouloro  abo BI3YANIBHO TAONETKH -O1IIOTO
MaiKe KOIILOPY 3 hacKolo.
bu10rO KOJBOpY 3
packoro. Posmipu
TAONETOK: AiaMETp -
(7,0 £ 0,2) MM, BHCOTa -
(3,1 £ 0,3) mm!

2. Imenrudixamis A VO CIIEKTP Butpiimye

CYNBIIPUIY HOCHKYBAHOI'O POZUHHY BHUIPOOYBaHHS

B obmacti Big 260 xo 320 MK, o 2, MK . 2.1,
HM TIOBUHEH MaTH Y-
MaKCUMYM  ITOTTUHAHHSA CHIEKTPOGOTOMETPIA,

OpH AOBXMHI XBH (291

3HATHH B TAOJETIN 3

METOHO HiHHpH EMCOTBA,

+2) BM Cep. @apm., 2.2.25
b. T4 cuexrp cyxoro MKA, nm 2.2, 14 - meTox, s
3AIHINKY TalNeToK, Cep. ®apm., 2.2.24 SRR % N

KAJIIIO OpoMigoM. B
inTepsaii Bix 400 cm-1 o
4000 oMm-1, noBHHeH
ByanoBytata 4 cnexrpy
CTAaHJapTHOT'O 3paska
CYIBIIPIAY?
3. Cepemus maca Bix 273,6 1o 302,4 mr MK, .- 3,
TabJIETOK B Cip. ®apm., 2.9.5
4. OaHOPIIHICTH IloBuHEH BUTPpUMYBATH MKX . 4, Butpumye:
JIO30BAHUX BUNIpOOyBaHHA (AV < Cep. ®apm., 2.9.40 ‘BUIIPOOYBaHHA
OJIHHHIIb 15,0)

5. Pacnmagaemicts’

He 6inbme 15 x8

MK, . 5, €sp. Dapm.; )
2.9.1

Cropinka. 1/3.

Py an X147 F

15 12 44

i,




Kpaina supobuuK: JlaTBis

CEPTH®DIKAT AKOCTI Ne 22-003874/01

BETAMAKC Tat6iaerxku, o 200 mr

Howmep peectpaniituo nocsingenns NeUA/16487/01/01

Tepmta a1 PIT: 13.12.2022

Cuna gil/axTHBHICTE: cyabmipua 200 M

Jlikapceka dopma: Tabimerku, mo 200 mr

Posmip 1 trm ynakosku: Ne 30.(10x3) (o 10 Tadaerox 'y 6aicrepi; no 3 tuicrepn B mauui)

Cepist Ne 3060222
KinekliceTs B cepii; 5612 ynax,
Jlarta supobhuursa; 21.02.2022

Jlarta 3akiHueHHs TepMidy npupaTHocTi: 02.2025

IokazHM KU AKOCTI

6. PO3unHHICTE

7. flovima A*

8. JloMiukn

- OIMHWYHA HElAeHTHdIKOBAHA

TTOMIIITKA

- CyMa JTOMINITOK
9. Mikpobionoriuna 4ucTora:
- 3arafgbHa KUIBKICTE
agpoOHNX
MIKpOOPIaHi3MiB
(TAMC)
= 3dranpHa KUIBKICTE
JPOKIKOBHX 1
LIBUICBHX TPHOIB
(TYMC)
- Escherichia coli
8. KinbkicHuit BMicT
CYNBIIPUAY

ITayka: __
[HCTpYKITL:

Bumorn MK$

He merme 75% (Q) 3a 15 xB

He 6imbnie 0,1%

He 6insine 0,3 %:

‘He 6inpme 10° KVO/ 1

He 6insime 102 KYVO /1

He noBunHo 6yTH/ T

B14-95,0 mo 105,0% Bix

3A9BJICHO1 KIJIBKOCTI

"He nepeipsiots. Tinexu g iHGopMaril.

TIpoBepsioT B pasi apOiTpaxy.

?*HpOBepmoT I[IPU JTOCT1PKECHHI CTaBITLHOCT.
“[(2RS) -1-eTinmiponiaus-2-1] MeTamin

Cropiaka 2/3

MeToxu KOHTPOJIIo
AKOCTI

MKH, . 6, €8p. Dapm;,

293, YO
CIIEKTPOPOTOMETPIS,.
CBp. @apm., 2.2.25,

MEeTOA IIJITPHEMCTBA

MK, . 7, TIIX, €8p:

Mapm., 2.2.27, MeTOX
TATIPUEMCTRA

MK, n. 8, BEPX,
Csp. Papm., 2.2.29,
METOA ITANPHEMCTBE

MKS, o9,
€rp. Oapm., 2.6.12./
2.6.13.

MK, . 10, Y-
‘creKTpodoTOMETPIA,
Cep. @Papm., 2.2.25,
METO[ ITATIPUEMCTRA.

PesyabTatu
aAHATMIZIB
102%

Mewie 0,1 %

Memne 0,05 %

Mewnme 0,05 %

10KYO/r

BigcyTHs / I
100,1 %

UA3.200.30B/T
UA/T/200/2 T




CEPTHUDIKAT AKOCTI Ne 22-003874/01

BETAMAKC Tab6aerkn, mo 200 mr
Kpaina BupobHuk: Jlarsin |
Howmep peectpaniitno rocsingenas NeUA/16487/01/01
Tepmia aii PIT: 13.12.2022
Cwna mii/akTHeHICTE: cyaeIipun 200 M
Jlixapceka gopma: Tadaerkn, no 200 mr
Po3smip 1 tun ynakorku: Ne 30 (10x3) (o 10 Tabaerok y 6aicTepi; mo 3 6aicTepu B mavii)
Cepia Ne 3060222
Kinskicts B cepii: 5612 ymak.
JHara supobuunurea; 21.02.2022
~ Jara 3akingeHns TepMiny mpuaatgocTi: 02.2025

— —_—- [———py

Buchosoxk: cepia Ne 3060222 sinmosisae uMoram 3. MKSI 1o PIT NeUA/16487/01/01, nakas Ne 1586 Bix 13.12.2017 1
3Miad MKA no PIT NeUA/16487/01/01 maxas No 2467 Bin 30.10.2020.

J3aTBEP/BKEHO: o _ .
KepiBauK J1adboparopii
Cinta AHTOHOBIYA KOHTPOJIIO SKOCTI ..
3 5 - 31-03-2022 08:49:30 +02:00 TMT
(Inva [Ip13BHLLE) ([Tocana) (Jlara)

Komenrapi: Hemace

~ 3asBa npo cepTUdIKAI: o
«Hunimuim s 3ACBIIYYIO, 1110 HABEICHA BUILE iHGOpMaNis € 10¢TOBIPHOO i TouHow. L5 cepis npoaykuii fyna
BHPOOJIeHHA (BKIYAYH YIAKOBKY/MAPKYBAHHA) 1 NPOBEIEHO KOHTPOJIDb Ii SK0CTI Ha BHINe3ragauii Aiasuii B
MOBHIA BIANOBITHOCTI 3 BuUMoramu GMP, BCTAHOBICHMMHM MiCHEBMM PpEryJsiTOpHHM OpraHOM, a TAKOK

BIANOBIAHO A0 cnenupikanii, 10 MICTUTBCA B peecTpauiinomy aocbe, IIpoTokosiu BupoGHUIITBA, YIAKOBKH Ta
AHAJI3IB OYJIH NEperaIAanyTi i BCTAaHOBJICHO Bimnosignict GMP».,

YIIOBHOBakeHa ocoba:

TersHa byng

VioBHOBKCHA 00064 . 31-03-2022 164343 +02:00 I'MT
(I Tpizsrue) (nocasa) (Mara)

Cropinka 3/3




