JAEPKABHA CIYKBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KHEBI

npos. Haaii Ceitnuusnod, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PITOY 37079055

BHUCHOBOK
PO AKICTL BBE3EHOro B YKpaiHy JiKapchbKOro 3acoly
09.05.2024 Ne 24282/24/26
MAKCIT'PA

(na¥iMenypanuy nikapeskoro 3acoBy srifio 3 peecrpauifitinM NOCBIAUCHHAM)
TabaeTKH, BKPHTI ILIiBKOBOIO 060J101K010, 10 100 Mr, o 4 TabneTkn y Guicrepi; mo 1
dJicrepy y KapToHHiil kopobui

(popMa BMIYCKY, A03YBAIIHS, B NaKyBAIKA Tikapchkoro 3acoGy)
Homep peectpauiiinoro nocsiguenus UA/14262/01/02 crpox nii peectpaniftsoro nocsipiensnsa HeoOMeXxeHHH
Cepis nikapewroro 3acoby Ne 40623 KinbkicTh Be3eHOTO Jikapeskoro sacoby 38875

BupoGHuk dapmauenTaunui 3asoa "TIOJIbPAPMA" C.A., ITonbma

(aliMertyBans BUPOBHHKD NikapcLKoro 3acoby, Kpailia MOXOLKCHIIN)

Baeseno B Yrpaiiy ToBapHETBO 3 0GMEKEHOI0 BIAMOBIANBLHICTIO "TIOJIb®APMA
FOA", inenr. xon: 42781598

(uatimenynanns ta koxt 3a EAPTIOY wphanunol ocobu aio npispuute, iM's, no GaTekoni
drizmnof 0cobH ~ ninupremus, 1i Micug NPOXHBAIHS T2 peecrpauiiuuit iomep oGaikosol
KapTKH IIATHMKA TOAATKIB a6o cepis Ta HoMCp nacnopra)

TNpotoxon BizyansHoro koutposo sin 09.05.2024 Ne 1568/4.

32 pesynpTATaAMH  OCPWABHOrO KOHTPONIO BCTAHOBJCHO, WO JIKApChKHii saci6 BeeseHo B Ykpaiwy 3
igdpebrinx 3acobis,
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Muxona XOJIOAEHKO

(iniuiany va npissuue)
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DAPMALEBTHYHKH 3ABOI

sy, Mempiommnexa Ne 19

$3-200 Craporapa I nassery, TTOJIBITA
ren, -+48 53/563 16 00

axc +48 58/562 23 53

Cepradixat npo sikicrs Ne 4232

Haitmenysanns npoaykuii: MAKCITPA, tabaerxy, Brpuri BKOBOK 060J0HKO0I0, 110 100 mr Ne 4

Kpaiva-gspobunk: TToapia

Homep peectpauiitnoro nocpipenns: Ne UA/] 4262/01/02

Cusa i / acripwicTs: 1 Tabetka MicTus: cHaseHadiny WHTPaT, Mo CKRIBANEHTHO cunpenadiny 100 mr

Jlikapcwka (opma: TabieTIH, BKPATI M1IBKOBOO oGononko, mo 100 Mr

Poasip i tun ynaxosku: 1o 4 Tadaercn y Onicrepi; no | GiticTepy ¥ KapTOHHiH KopoGii 3 MapKyBaHHAM YKPATHCHKOIO MOBOKD
Tapeke: MXGR-0414-800

Homep cepii: 40623

Posmip cepif: 388735 yn.

Jlava sapoSunisa; 06,2023

JlaTa 3aKiHYeHRA TepMIny NPHAATHOCTI: 06.2027

HaliMeHyBauns, MICHE3HAXOUKCHHA BHPOOHULTBA dapmanerTivmmit 3asos «TTOJT LOAPMA» C.A., sya [emsimncka 19,
83-200, Craporapn I manbeks, Honbina

Homep mitensii; GIF-IW-N-4001/WTC105/299/13

Ceprubikar pianosiuocti GMP: Ne TWPS.405.88 2019 KK.2 WTC/0105 02 03/210

Florkasnuxkn Bumory Pezynurat sanpobysanust

Onnc? BaakuTH, kpyrii, ABooUy K TabneTi, BKpHT . L
Bisyaisno NRIBKOBOW OODIOHKOIO BULORLAAL
- Jiamerp rabuerin 10,0-10.4 st 10,0 v
THCTPYMEHTANBHO
Cepennst maca rabaerky’ 350 Mr £5,0% 3511 mr
Onuopianicts  J030BAHUX  OHHBMUBL T3 Bimnosinae € 2.9.40
BHIXEHJICHHS BiJ CEPeaNbol MACH (Tpufirsrae 3paverys s 10
POIPAXYHKOBO-BATORHT MeTON rabaetok: AV 10Tadn <L 1.

dxuie #e BiAnosiae, oAl

- AV10T1abn > L1, roai 1,6%
- AV30raba <L1;

- BCl IHAMBIAYAIBHT SHAUCHHA HE MEHIIE
0,75M 1 e Ginbie 1,25M

Inenrudivanis;
- enaneHadin reet A (YP) YV cnieKTp OCHOBHOYO TliKa Ha
xpomarorpaMax BEpolyBaHoro ta Bi/iMORiNAc

CTAHLETHOTO POSUHHY 1 OBMHEH BINNOBIJATH,

- enaenadin Tect B (BEPX) Yac yrpumyRaris OCHOBHOTO NIk Ha

XpoOMaTOrpaMax BUIIPOOYBAHOTO i

signosinae
CTAHKAPTHOTO POIYHHY MAac
CTIiBTIAJATH,
- THTaKyY oioxenn’ 3'ABNGETHCA KOBTO-OpAIIKEBE 3abapsenns
nicas AOJARAHHA HCPEKHCY BOIHIO HC OPOBEAEHO
- inaurokapmin’ VA cHekRTp TOBHHEH MATH MAKCUMYM

. o He IPOBEACHO
rormiHanEg B mianaszoui 610 4 5 M !

- uquaTn" Bil{HOBiIlaG HE TIPOBCACHO

By eci w72
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GAPMALEBTHMHUHA 3ABOJL

syt Tleapnnveecka Ne 19

§3-200 Craporapa [nanscrn, [IOJIBITA
e +48 53/563 16 00

axe +48 38/56223 53

Cepradikar npo axicre Ne 4232

Haitmenysanas opoayxuii: MAKCITPA, Tabnerku, BRpUTI IIBKOBOH obonoaroto, no 100 v Ne 4

Kpaina-pupotink: Honswa

Homep peecrpauiiinoro nocsimyenns: No UA/14262/01/02

Cuna it / axrisnicTs; 1 TabneTka MicTHTS, ciacHadiny wuTpar, wo eksisasienTHO crtneHadiny 100 mr

Jlikapewka (opma: TabneTku, BKpHT IiBKOBOIO 060n0HK010, 110 100 MI

Poamip i Turt ynakoska: 1o 4 Taéierky y 6aicrepi; no 1 Gaicrepy ¥ xapToHHiH KOpOOL 3 MAPKYHBAHHAM YKpaflCHKOI MOBOIO

Iupexc: MXGR-0414-800

Howmep cepil: 40623

Posmip cepii: 38875 yi.

Hara supobavurea: 06.2023

Jlava sakinveHus Tepminy npunataocti: 06.2027

Hafimerysanss, Micuessaxomesns supobunmrsa: DapMaLeBTIHIK 3aBOX «TTOJIbOAPMAY C.A., syn. Tempmmsscrxa 19,
83-200, Craporapn I'ranbexn, Honsuia

Homep niuensii: GIF-ITW-N-4001/WTC105/299/13

Cepru(ikat inrosiznocyi GMP: Ne IWPS.405.88.2019.KK.2 WTC/H105 02 03/210

TToxazuukn Bumory Pesysmrar mulpdﬁyﬁamm

Cynyrai gominmn; v

~ pomimxa Z we Ginpie 0,2% Mmexmre 0,05 %

- QJUTHETHA AeBioMa goMilKka ne Simepure (,2% 0,07 %

- CYMa OMIBOX He Glisioe 0,5% 0,07 %

Meron BEPX

Kinbricne BHIHAYCHIS ) .

_BEPY3 95,0 - 105,0% Biz 3a9BICHOIO BMICTY 99.8 %

Posannenns 3a 30 xs', 102,7 %

Q=75% {(min, 100,3% maxc.

104,0%)

Mikpobiororiuna ynerora’

~TAMC ne Gispwe 10°e 1 v He IPOBEICHO

~TYMC fe Ginvie 1028 1 v HE MPOBEASHO

k— Escherichia coli pigcyrHictb B I 1 HE [POBEHEHO

VTeer sie pymissmt, [poroirts #a kokniit 10+ cepii, ate 1e MCHILC DK OIIH Pas 1A pix

 METOZE IIPOROJITIh HIPH BHTTYCKY CEpii.
¥ Meroz1 BHKOPHCTOBYIO TS i DHITYCKY T3 IIPH 3aKiruensi Tepuiny BPUAATHOCT TPOAYKTY | AW AL TEPHATHBURI B BUITYCKY copii,
4 Teer IPpoBOSTE WPH BupeCybame crabianHoci, ipadix pinpoGysais BU3HAYCHIH NPOTOXOION cTabiBHOCT.

Faszuavenuil B LLoMY cepTagixaTi ToBa P 31 SKICTIO BIANOBINAE BUMOTAM MK, 5/4-0097.09 pex. 01,

Lisn 5t 3aCBITTyI0, MO HaBenena e iHGOPMALL € ZOCTOBIPHOIO Ta TOYHOIO. Lo cepito npojtykii Gyio Bupobnedo (BRIOUA0IH
NAKYBAHEA/MAPKYBAHHA) T TIPOBCACHO KORTPOIE i AKOCTI Ha BRIEIasHaYenill AinbHu v noBuiH Biznopinyocti 3 pamoramy GMP,
BCTAHOBIEHAMH MICHEBHM PETYNATOPHUM OPraHOM, & TAKOXK BINNOBIAHO j0 cnenugikauilf, Wo MICTATECA y PecCTpaLifHOMY J0CHE.
[poToKOIH BHPOOHUUTEA, NAKYBAINMS Ta aHANI3IB 6y0 NeperisHy TC Td BCTAHORIEHO sigmorimuicTs GMP.

[ocaga Ta npissuie ocobu, YIOBHOBAKEHOT HA BUAATY Ynosropamena ocoba
JI03BONY HA BUIIYCK cepil: (Qualified Person}
P 47

\
Miannc: szke

Jata mipnucaHus: 29.11.2023



