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- &
- - CEPTUOUKAT AKOCTI FOTOBOI NPOAYKLII
\‘vem -

Hassa npo.qyuiry L NIHEBIOTUK, po3unn anna indy3sik 2mr/mna, no 300 mna (600mr)
(RO3yBaHHA, NikapcbKa dopma, po3mip i TN

y dnakoHi, no ogHomy dpnakoRry B KapTOHHIK kopobul (B/B)
YyNaKOBKH) |
Aioua pevoBuHa/ BMICT A4it0N0T peHOBUHH | Ninesonia / 2mr/mn
KpaiHa BUpOobHUK TypeuunHa
Homep peecTpanyiiiHoro nocsigueHHn UA/18904/01/01
Homep Ta po3mip cepii 3188013/ 3290 dnakoHis

* Dara 8Bupo6HULTEA 26/09/2023 )

TepmiH npuaaTHoOCTI 08/2026

BEM Inau CaH. Be Tik. A.C., Yepkeakon OpraHain3 CaHawn
Ha3Ba, agpeca ta Homep niueHsii supobHUYOI bbonresi, Kapaarau Maxaneci, ®atix byabsapi Ne 38 Kanakai /
AiNbHWL Tekippak / TypeyumnHa

| TR/UY/2019/5-3

GMP ceprudikar abo nocunanHa Ha EudraGMP | TR/GMP/2022/158 P

TECT / METOAUKA CNELUWMDIKALIA | PE3Y/NIbTAT
—_—— fpo3opun, cairno-mgamﬁ abo 6eskonboposnun be3bapsHuia, nposopun
OAHOPIAHUN PO34YUH OAHOPIAHNA PO3YUH
pH 4,5-5,2 50
O6’em WO BUTATAETHCA Minimym 300mn 303 mn
laeHTUdiKauin - Ninesonig (BEPX) BIANOBIARICTb 4aCy yTPUMYBAHHA Ta CNeKTPY Bignosinae
NOrAMHAHHA TECTY Ta CTAHAAPTHOIO PO3YUHY
Bmicr (BEPX) 95,00%-105,00% 99,36 %
CynyTHi pomiwku BEPX
Nomiwka A | | <0,15% He BusBNEHO
Aomiwka B - <0,15% He BUABNEHO
Nomiwka C <0,15% He BuasneHo
byab-fKa HeBiAOMa AOMILLKA <0,10% 0,020 %
Cyma AOMILOK <1,00% 0,03 %
Buanumi 4acTku * BUAUMI YACTKU NOBUHHI DyTH BiACYTHI Bianosinae
HeBUaUMI YaCTKH > 10MKkm € 25 oa/mn 2,8
> 25MKM <€ 3 0a/mn 0,00
‘BbaKTepianbHi eHAOTOKCUHM | < 0,5 MO/mr Bignosiaae
CrepunbHiIcTL Mae 6yTh CcTepuabHUM Bipnosinae

Cepis Bignosinae sumoram MKA go PN Ne UA/18904/01/01

Lium 8 nigTeepmxylo, WO HasBedeHa Bue iHopMauia € AOCTOBIPHOW i TOWHOW. Lis cepia npoaykuil Oyna
BUroTOBNEHA (BKNIOYAIOMU YNAKoBKy / MapKyBaHHS) | NPOBEAEHUW KOHTPOMb AKOCTI Ha 3a3HavueHOMY BAPOOHWYOMY
manaaHuuKy y NoBHil BignosigHocTi Ao sumor GMP, BCTaHOBNEHUMU MICUEBUM PerynsaTtopHiAM OpraHoM, a TakoX Y
BignosigHocTi 3i cneundikauiero ao PN Ha npenapar. potokonu BAPOOHWULTBA, YNakoBku Ta aHanisis Oynu
nepernAHyTi i BCTAHOBNEHO BianosigHiCTb Bumoram GMP (NeTR/GMP/2022/168).

Pemapku
MiaroToBACHO! KOHTPOANbL AKOCTI Mikpobionoria CxsaneHHa | [apaHTIA AKOCTI ' Craryc
3aTBeparKeHo: nabopaTopii: 3arsepOyKeHHA: B 3areseppkeHo
| O Biaxuneno
Alicine Fedikni KepisHuk 8i00iny KA bepHa lMNoHnexnisaw KyHeym bockypm
20moeoi npodykuii | Mikpobionoaiunul aHania | KepieHuk i3 3q55ZRRHEHRA
Mionuc Adem AKim nionuc / ﬂ‘r"f QOPM/ ’d,
nionuc Viionsg
14/11/2023 14/11/2023 14/11/2023
Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023

{20, am, Pe 4002 Z‘y 260 2024




JIaGoparopis 3 konTpoMO AIKOCTI JiKapeLKNX 3ac06iB

TOB "AOBPOBYT-JIIKAJIAB"

Medicines Quality Contml La baratory
LLC “DOBROBUT-LIK

Vnpama 03153 m. Kuis, Byn. Hoeropoa-Cisepcexa, 6y;.i, 3, H&WTI’IQEI npnmmeﬂuﬂ 92, 087-0300707

Bucnosok moao saxocri Ne 596-23 Bix 18.01.2024
JUHEBIOTHK posunn ang indysiii, 2 mr/ma, no 300 ma y duraxowni, no |1

Hassa npenapary:
¢naxoHy y KapToHHii kopoBui

Pecerpauifinnii somep: 596-23
Bupodbuunrpo; BEM lnay Can. se Tik. A.C,, Typeuuuna
Homep cepit: 3188013
Posmip napril Bia axol siaibpano 500
IPABOK:
Tepmin npuaarnocri; (0872026
TOBAPUCTBO 3 OBMEXEHOO BIINTOBITAJIBHICTIO "BYCT
Biaibpano/onepxano Bia: PAPMA®, Anteunnit cxan Ne 2, M. Kuie, Byn. Enexrpukis, Syaunok 3,
nosepx 1, nitepa A, rpyna npaMiwens Ne 5
Adara onepmanus; 19.12. 2023
Bua xourpoaw: Hanpasnenus THC na naﬁopa’r{)pimﬁ aHAII3 (902)
MKH (MK, cneundixanii), MKHA no PIT Ne UA/18904/01/01
Bianonino 10 #Kol npoBoAHTHCS | o
aHaNi3:
[Tokaznuri Bumoou MKA | | | e _ Pesynsmam
Onuc posopuii, onnopinunit 6e3konboposuit abo cpiTNo-KoBTHI Bianosinac
POIUME
Lnewtudgikauis - BEPX Bianosianit 4acy yrpuManHs Ta CHEKTPY NOIMIMHAHHA Binnosinae
BHIPOGOBYBAHOI'O TR CTAHAAPTHOIO POIUUHY
pH , 4.5-5.2 | 5.0
MexanigHi BRIBOYEHH S [Nosuuui Oyru sBincyThi R Binnoninae
BHAMMI YACTKH -
Mexaniyni BRIIOYSHHS; Hacrok 3 pmmpw 2 10 MkM - He Ginsuie 25 on/mn; llacmk 3 Bianosinae
HEBUIUMI 9aCTKY po3mipoM 2 25 MM - He Olbure 3 cm/mn )
Of'eM, 1O BUTHAIEETLCH > 300 mn - Bianosinae
KistbKiCHC BU3HAYCHHA - 95.00 - 105.00 % 101.40 %
BEPX
Y aKOBKY 3riano 3 Bumoramu MKS! Bixnosijgae
ViGpRY BUHH S 3r1HO 3 BHMOTAMH TEKCTY MapKyBaHHA Bianosigac
BHCHOBKH: I lepempemm 3pazok JHHEBIOTHK posaun nna md)y:nﬁ 2 mr/m, 1o 300 M v

daiaxonl, no | guakony y xaproHnii kopobui cepii 3188013 supobruursa BEM Liay
Can. Be Tik. A.C., Typeuunna siiosizae sumoram MK no PIT Ne UA/18904/01/01
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)_'IEP)I(ABHA CIYKBA 3 JIIKAPCBKHX 3ACOBIB

1y m. KHEBI

npos. Hanait CeitnuuHoi, 3, 02099 “Tell. (044) 295*26 85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

. BUCHOBOK ,
npo AKicTh BBe3eHOro B Y "--f'afuy mlcapcumro 3aco0y

19.01.2024 - o Na204124126

‘ T ., :ﬁﬂmnmm‘!wmn) | -
D034MH 1A ingy3ii 2 Mr/MJI 1o 300 MaYy Ka'rtmmﬁ Kopooui
(dopma BUnyCKy, .uo:sya&mm. — naxyaaﬁm mxapcsxﬂm sacoﬁy) ,

Homep pecctpauifinoro nocsiguenns UA/18904/0 1/0 1 erpoxk nif peectpauiituoro nocsinuenns 11.08.2026

Cepisn nixapcekoro 3acoby Ne 3188013 Kimkicts BBe3esoro nikapenkoro sacoby 200
BEM Lnay Cau, ge Tik. A.C., Typedunna

Bupobunk |

(naﬁueﬂy BAHHSE Bupeﬁmaxa mmesmm :moﬁy kpaiHa mxonmm)

Raeseno B Yipaliy | TOBAPHCTBO 3 OBME-;"?’" EHOIO lIlIHOBmAJIBmCTm
"BYCT ‘DAPMA" inent, xon: 44107410

wﬂw
(HakimenyBanus Ta kox 38 CIPTIOY wopuananot ocobu abo npissulue, iM'a, no barskosl ¢isnuuol
ocolu - nianpuemitg, if Micue NpoXkuBaHuA Ta peecTpallifnull HoMep 0611K08B0T KUPTRH NIATHMKA
rrofatkin abo cepis T4 HOMED nacropra)

[porokon Bisyansnoro kowrpoiio ia 07.12.2023 o 3333/3.; . v,

{
JlaBGoparopHu#t aHa1i3 AKOCTI NIKAPCHKOTO 3aco$y 3mﬁc:ﬂennﬁ

J'Iaﬁopampm 3 KOHTPOJIIO AKOCTI nucapcmmx 3acobiB TOB ”H.EPOBYTJIKPUIAB“ (M. KmB

;1. Hosropoa-Cisepcenka, 6y1.3, HOKHTIOBI NpuMilIeHHs 92, o
(HalHMeHYBAHHS T8 MICUC3HAXOMKEHHA naﬁopampﬁ, 1O nponena naﬁopampm!ﬁ aHais RKOCTI)

BHCHOBOK LIOZO AKOCTI Jlikapehkoro sacoby, suaannii maGoparopieio sin 18.01.2024 Ne 596-23

Pesynbrary naﬁopampuom aHanisy sxocri gikapceskoro sacoby 3a nepesipenuMi NOK3HHKAMH BiANOBIAAIOTH
BHMOI'GM METOMIB KOHTPOMO SKOCTi (aHANITHYHO-HOPMATHBHOL nﬁxymeﬁmuil’) -

3a  pelyNsTaTaMHM  AEPKABHOTO KOHTPOJMIO BCTAHOBAEHO, IO JHKapChKuH zaci6 sBeseHo B YkpailHy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LMOAC 3a6e3NeICHHS AKOCTI JIiKAPCHKUX 3aC00is.

._ _/ -

Mnxona XOJIOIIEHKO

o o sl i wihalelaiatalele A A e

{niznHc) - (iniuianu Ta npissuume)




VIHL y m. ICHEBI
ren. (0 5—{_j) 295-25-35 e

BHCHOI.R
Npo AKICTH BBE3C€HOIO B Ykpainy niKapcbKOro 3ac06y

19.01.2024 _ e - Ne 2139/24/2611

yosauH st indy3ill, 2 MZI‘/MJI nﬁSGGm ----'ammm lm 1" na;m” ' kapToHRil Kopobui

Homep peectpauitnoro nocsizuenna UA/1 3904/01/01 CTp m |

Cepis J1ikaPCHKOTO KinbKicTh BBE3EHOMO mxapcmam :wcoﬁy 231 l

sacoby Ne 3188013
BEM Inau Can. e Tix. A.C., TypeyunHa

(HaliMeHY BAHHA aupoﬁnuxa mxapcbxom 3aco0Yy, wpama noxozmrcum)

Bupodunk

Breseo B Ykpainy Tosapucrso 3 obmexenoio Bignosixaasuicrio "BYCT ®APMA", igenT.

won: 44107410 e

(HaliMcHYBaHHS T2 KOR 38 Q,B;PFIOV OPHIHYH ‘ocoby aﬁc npiaBrIe, iM's, 1o Garexosi (izuaHol

ocolOu - niagnpuemus, i micne ttpomnam T8 peeCTpaL T_%Huﬁ HOMED a&nixoam KAPTKH NASTHIKE
noaarxis abo wma T8 HOMEP namap'm) ﬂ |

Hporokodn aiaywumro icon'fpomo sia 01. 01 2024 Ne 421 1/3

3a  pesyibTATaMH  JIEPKABHOTO KOHTPOMIO BCTAHOB/EHO, IO mixapcbkult 3aci6 Bseseno B Vipainy 3
HJOTPHMAGHHHAM BHMOr 3aKOHOAABCTBA MO0 3abeaneueHis sKocti Nikapcrkux 3acobis.

(ininiany Ta npiseule)




