NEPJKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUiBCBKIN OBJACTI

npos. Ceitauynoi Haii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO SAKiCTH BBE3€HOT0 B YKpainy JiKapcbKoro 3aco0y

13.05.2024 Ne 8398/24/10

HOMIT'PEH BOCHAJIEK®

(HaiiMeHyBaHHA MTiKapChKOro 3acoby 3TifiHO 3 peecTpalliiiHiM MOCBiIIEHHAM)
TabIeTKH, BKPUTI IUTIBKOBOIO 060/10HK0¥0, 110 10 TadneTox y Tydi; no 1 Tydi B KapToHHIH
Kopooui

(opma BHIyCKy, Z03yBaHHA, BUJL NTAKyBaHHs Jlikapchkoro 3acoby)
Howmep peectpauiiitroro nocsixgenns UA/2791/01/01 crpox aii peectpaniitioro mocsinuennsa 01.01.2099
Cepis nikapcekoro 3acoby Ne 9157 Kinekicts BBe3eHOTO Jikapcrkoro 3acoby 21066

Bupo6Huk BocHanek a.1., bocHis i ['epuerosuua

(HaliMeHyBaHHS BUPOOHHUKa JikapchKoro 3aco0y, KpaiHa NoXo/KeHH:)

Beeseno B Ykpainy TosapucTBo 3 00Mexkenolo Bixnopinansnicrio "ACIHO YKPAIHA",
inent. kon: 42274733

(HaiiMeHyBaHH# Ta ko 3a €IPIIOY ropuam4Hoi ocobu abo npissuile, iM's, 110 6aTbKOBI (izHTHOT
0coGu - miAmpHeMILs, Ti Miclle IPOXKHBAHHS Ta peecTpalliiiHuit HomMep 061iKOBOT KAPTKH MIaTHHKA
moaaTKie abo cepis Ta HOMep rHacnopra)

Tporokoa Bisyansmoro konrpomo six 04.03.2024 Ne 0288/1.
JlaBopaTopHHii aHami3 AKOCTi NiKapcLKOTo 3ac00y 3/iHcHeHHH:

JIIT "LlenTpanbha 1abopaTopis 3 aHANI3Yy AKOCTI TIKapchKiX 3aco0iB i MeanaHoi mpoxyKii"
(m.Kwuis, Byir. Kynpssceka 10r m.Kuis, Byn. Kynpseceka 8B Kuisceka o6nacrs, ¢. Hosi Ilerpisui,
Byn. IBana ®panka, 19)

(HaiiMeHYBaHHs T Miclie3sHaxokenHs naboparopii, 110 NpoBena JabopaTopHii aHasIi3 AKOCTi)

BHCHOBOK LIOJI0 AKOCT] JiKAPCHKOTO 3acoby, BuaHui naGoparopiero sin 29.04.2024 Ne 0844, 0975 Bin
10.05.24

PesynbTaTH 1aGopaTopHOTO aHaNi3y AKOCTI TiKapehKoTo 3acody 3a NMepeBipeHUMH NOKa3HHKaMH BiInoBixa0TH
BHMOTaM METOJIiB KOHTPOJO AKOCTi (aHATITHYHO-HOPMATHBHOT IOKYMEHTAILIT).

3a  pe3yNbTATAMH JEpXABHOTO KOHTPOJNIO BCTAHOBNEHO, WO JIKApChKHi 3acib BBezeHo B Ykpainy 3

JOTPHUMAHHSAM BMMOT 3aKOHOAABCTBA IOJ0 3abe3nedeHHs AKOCTI JiKapchbKUX 3aco0iB.

F

? : R _}/’
el e b\ e P -
B.o. ngMassnia crvrOe - 9 W) {//75/ Onnra CPBOMEHEKO
R 1 Son he b S— % iy ires e o - -
{ridcagons l‘:c.r:‘\.} LY ACPIRABIOL0 KOHTPOMIO} {nianie) Canatiaunie T ApI3BMEIE)
Z—‘c: :‘ BRIRZ ML LU - .;" ; ,
LA MH. & /) » §
L ST S g 7 | s \ - ) =0 g
N e, 4%/, A er 5 OEEY

)7 201,



BOCHAJIEK
-/ 71000, Capacgo, FOxiuena, 53, Boenis i Cepuerosumna,
tenedon: +387 33 254 420; daxc: +387 33 665 442.

BLUILI KOHTPOJIIO SIKOCTI
CEPTH®IKAT AKOCTI Mo 9157 6i0 02.11.2023

TIPEITAPAT: HOMITPEH BOCHAJIEK® mabaemku, expumi naisxoséow oboronkoo Ne 10 y mybi
AKTHBHI PEYOBHHH: epzomaniny mapmpamy 0,75 mz, mexaoxcaminy yumpamy 20 me, kaminodiny
eiopoxaopudy 25 me, nponighenazony 200 me, kogpeiny 80 mz

PECCTPALIIHHE ITOCBIJYEHHA: Ne UA/2791/01/01

HOMEP CEPII: 9157

KUILKICTH YIIAKOBOK B CEPII: 21.066 no 10 maiaemox, ekpumux niigkoso1o 060101K010

HATA BHPOBHHI[TBA: (09.2023

TEPMIH ITPHIATHOCTI: (9.2025

AUTBHHIA BUPOBHHIITBA I KOHTPOJTIO AKOCTI: Bocnaaex 0.0.
AAPECA: 71000, Capaceo, FOxriuesa, 53, bocnin i T'epuezosuna.
JITEH3IA: Ne 10-07.12-7-7488-1/21 ¢i0 12.10.2021 60 11.10.2026.

KPAIHA HIPH3HAYEHHA: Yrpaina

Anaiiz axocmi euxonanuil y eionoeionocmi 3i cneyuirayinvu Bocnanex 0.0. i gusozamu MKAH

TlokaiukH JIMIT HpH BHIYCKY Pesyastaru
| Onnc Kpyrai, TeMHO-pOKeBi, A800nYy Il TaBACTKH, BKPHTI NAIBKOBOIO Bianosizgae
O0OAOHKOIO.
2.1 Oauopianicts Cepe/ng mMaca TabneToK, BRPHTHX MAIBKOBOIO 0B0NOHKOW (CMT):
MAacH 490,0 Mr+ 5% (465,5 mr— 514,5 m1) 4913 mr
InausiayansHi Macu TabaeTku, BRPUTOL 11:1i8K0BOIO 000I0HKOO!
He menwe wisk 18/20 CMT + 5% BiNOBIAAE
He Ginbwe Hixk 2/20 CMT £ 10% pianosigae
3| Poznananus He Ginbwe vine 30 xpunuH 6 xB 49 cex
4| Lnemrndikanin TNosrusho
I'X, BEPX
4.4 Kaminodiny riapoxiopua
4.b Mexnokcaminy unrpar NO3UTHEHO
BEPX
4.¢c Kopeid

4.d [Mponihenason
4.¢ Eprotaminy Taprpar

5| Kinpricne 5.a Kaminodiny riapoxaopua
BH3HAUYCHNS 25,00 mr = 10 % Bij 389BNEHOTO BMICTY 26,83 mr
(22,50 mr — 27,50 mr) kaminodiny riapoxiopuay / TabAeTKY, BKPUTY
NAIBKOBOIO 00OIOHKOIO

5.b Mexaoxkcaminy uHTpar

20,00 mr 10 % Bia 3a9BACHOTO BMICTY 20,05 mr
(18,00 mr — 22,00 mMI) MeKAOKCaMiny LUTpaTy / TabaeTKy, BKPUTY
MAIBKOBOK) OBOIOHKOIO

5.c Hponidenazon

200,00 mr £ 10 % Bia 3a8BNEHOFO BMICTY 203,19 mr
(180,00 mr— 220,00 mr) nponidenazony / TabaeTky, BKPHUTY MAIBKOBOIO

OBOADHKOW

5.d Kodein

80,00 Mr £ 10 % 871 3a%B8EHOT0 BMICTY 80,16 mr

{72.00 mr — 88,00 mr) kodeiny / Tabnetky, BKpHTY TUHBKOBOIO
0G0NOHKOD

5.¢ Eproraminy Taprpar

0.75 Mr [0 % Bia 3a4981€HOTO BMICTY 0.79 mr
(0,67 mr — 0,83 mr) eproTaminy TapTpaty / TaGNCTKY, BKPHUTY
1151 BKOBOK 000NOHKOW




6! Cynyrni

6.a Tponidenazon

pedOBHHE ®enaszon (CynyTtHa pedosuna A nporidesasony): ne inniue Hix 0.2% 0,0 %
[ntut ivaueiayansii cymynii pesosusn: ue Ginbie vix 0,10% 0,0 %
Cyma cynyTHix peqosuH: He Bisbise Hix 0,5% 0.0 %
6.b Kodrein
Inausiyanssi cynyTai peucsunn: He Oinbe v 0,10% <0,05 %
Cyma cynyTHix peuoBun: He Binbine nix 0,1% <0,05 %
6.¢c Eproraminy taprpar
Eprocrun: ne Sinbiue nik 0,40% 0,0%
8-riapokcueproramin: ve Sutbiue Hix 0,30% 0,0 %
Eproraminin: He Ginvlue vk 0,20% 0,0 %
Eprinin: ne Sinviue nix 0,20% 0.0 %
[nanpigyansHi cynyTHi peqosnnu: He Ginbiie Hixk 0,1% 0,0 %
Cyma cynyTHix peuosrd: He Biabiue nix 1,0% 0,0%

71 Oaunopinnicts 7.a Kaminodiny rinpoxaopui 9.9
A030BAHHX 7.b Mexaokcaminy narpar 7.2
OAHHHID 7.¢ Eproraminy TapTpat 8.9

Bukonylors y signosianocti 3 Ph.Eur,, 2.9.40
METO/L OZIHOPIAHOCTI A030BAHWX OAMHHLE (OAHOPIARICTIO BMICTY)
7.d Hponidenazoun, 257
7.e Kodwein 1.9
Brkonyrots y sinnosiasocti 3 Ph.Eur,, 2.9.40
METO/ OAHOPIAHOCTI A030BAHKX OAMHNLL (BATOBHM METOAOM)
8| PozuuHenus 8.a Kaminodiny rinpoxaopun
He menwe nix 70 % (Q) Bizt 3as8a¢HOr0 BMICTY KaMinodiny 103107 %

riipoxaopuay/TabaeTky, BKPUTY M1iBKOBOIO O00IOHKOIO PO3UHHAETHC
yepes 30 XgunauH

8.b Mexnokcaminy uuTpar

He mewme uisk 70 % (Q) Bia 3a481€HOM0 BMICTY MEKAOKCAMIHY

LU TPaTY/TabAETKY, BKPUTY [11iBKOBOIO 000N0HKOIO POZYHHACTLCA YEPES
30 xBuAHH

8.c Iponidenaszon

He mexure min 70 % (Q) sia 3aaBieHoro BMICTy nponigeHasony/
TabaeTKy, BKPHTY MBKOBOIO 06000HKOIO posunHaeTbes yepes 30
XBHIIHH

8.d Kogein

He mentue Hix 70 % (Q) Biz 3ansaeHoro smicty koheiny/rabierky,
BKPHTY TUTIBKOBOK) O00NOHKOIO po3ynHAETHCA vepes 30 XBHANH

8.e Fpm'ramuy TApPTpAT

He mentue Hix 75 % (Q) Bia 3aasaeH0ro BMicTy eprovaminy Taprpaty /
TaBneTKy, BKPHTY MIIBKOBOIO OBONOHKOK) PO3YMHAETLCH Hepes 30
XBHIIUH

94 - 102 %

95 - 100 %

99 - 103 %

99 - 105 %

91 Mikgpotionoriuna
qucrora®

TAMC ne Ginbwe 10%r
TYMC He Ginbiie 1071
Biacyruicts: E.colis lr

He nposoanses
He nponoausci
He nposoanses

*Tect Ha mxpomo;so; juny umctoTy Oyjie BUKOHYBATHCA HE MEHWE HIX s 1 cepii Ha pik.
Peayavraru: npenapat sianosinae cneumdikatiam bocHanek 2.7 1 BUMOram MK
Lium niaTepmkyIo, Lo BULIeBKa3aHa inopmauis € AOCTORIpHOIO 1 TOUHOIO. [lana cepis NPOAYKLUT BUTOTOBIEHR

(BKHIO‘I&}G'{H YAAKOBKY/ Mapi{}liaiiiiﬂ} i nposexleuuw KOHTPOOL i1 4KOCT! Ha BRAJAHIN .J},HinHLll

V NOBHIH

BiANORIAHOCT 3 BuMoramMu GMP, BCTAHOBACHHMH MICUEBHM PETYAATOPHUM OPraHOM, a TAKOXCY BIAMOBIIHOCTI 31
crieundiKatlieo, o MICTHTLCA B perc;pammaona} A0CHE KPATHUM-IMIIOPTEPa UM B 10CkE creumndikaiiii Ha
npenapat Al A0CAIIKYBAHOrO Aikapebkoro 3acoBy. NpoTokoau BHPOGHUUTES, YIAKOBKH Ta aHaiily Byau
neperngHyTi | BCTaHOBAEHO Bianosiadicts GMP.

Jara sunycky cepii: 02.11.2023
Jlara purrycky ceprudikary: 02.11.2023
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