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AEPKABHA CJIY/KBA 3 JIIKAPCbBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
npos. Haait Ceitauynoi. 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Koa €JIPITOY 37079055
BUCHOBOK
PO AAKICTh BBE3€HOI0 B YKpaiHy JIiKapChKOro 3acody
08.12.2023 Ne 63032/23/26

ICMUKEH

(HAHMEHY BaHHA JIKApCLROI 0 3aC00y 3T1HO 3 pece ipauifinuM NOCBIAMCHHAM )

TabjaeTkH cyouinrsaabui no 50 mr; no 10 raéaerox y Gaicrepi; no 3 6aicrepu B Kaproumiii
KopooOui

((hopma BHIYCKY. 103YBAHHS, BHL 1IAKYBAHHS 1IKAPCHKOIO 3ac00y )
Homep peectpauiiinoro nocsinuenns UA/15678/01/01 crpok aii pecetpauiiinoro nocsintenns HEOOMEIKEH U
- - - - . N - -5
Cepis nikapcskoro 3acody Ne D472 KinbkicTs BBe3enoro nikapeskoro sacody 3420

BupoGuuk bpycuerrini c.p.i., Itasis

(HAAMUHY BAHHA BUPOOHHKE JIKAPCLKOIO 3ac00y . KpaiHa NOXOIAKCHHA)

Beeseno B VkpaiHy CnisibHe ykpaiHehKo-ecTonChbKe mianpueMerso y Gopmi tosapucisa
3 obmexkenoro sianosizaabuictio "Onrima-®apm, JIT/1", inenr. xoa:
21642228

(Hainmenysana 1a ko1 sa CJAPHOY wopiamanol ocoom abo npissuute. iM's. no Garskosi gismunol
OCOOM = HLANPHOMEE, T MICHC HPORHBANNA 10 peccTpauiiingii novep obaikoBOT KAPTEM 1A T IHEKD
HOTATRLE 200 CePIs T HOMCP HACHopTa)

[porokoa Bisyansuoro kourpomo sin 08.12.2023 N 3854/7.

3a  pesyibTataMH  AepPKABHOIO  KOHTPOMK  BCTAHOBACHO. 10 JiKapewkuii  3aciG  BBeseno B Ykpainy 3

ﬂﬂTpHMﬂHHHM BUMOT 3aKOHOAABCTRA 11010 3a0e3neHCeHHA AKOCTI JNKAPCLKAN 3aCO0IB.
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CEPTHDIKAT AHATIZY
Kpatwa supobnuxa: ITA/IA Honep pecompayiiitozo cepmudpiamy ¢ Yipatui: UA/15678/01/01
Kpaina imnopmy: Yxpaltua Aama pecempayit: 22.04,.2022
Hama 3axinuenns mepminy oif peccmpayil: 22.04.2027
Haiea npadyxmy [eminicen mabaemuu cybainzeansni no  |Homep napmit D472
50 m2
Axmusnuii inzpedienm ma xinvxicms{bakrepiansuuii mi3at 50 Mr, 7 Mr akoro  [Jama supotnuymsa 21/09/2023
Ha 00RO OOZVEAHNS Bi/NoBifac:
Staphylococcus aureus 6x10°  KYO,
Streptococeus pyogenes 6x10° KYO,
Streptococcus viridans 6x10° KYO,
Klebsiella prneumonige 6x10° KYO,
Klebsiella ozaenae 6x10° KYO,
Haemophilus influenzae B 6x10° KYQ,
Neisseria catarrhalis 6x10° KYQ,
Streptococcus pneumoniae 6x10° KYQ
(micTHrs no 1x10° KYQ rakux tunis -
TY], TY2, TY3, TYS TY8, TY4T),
43  Mr rniuMHy  gag npouecy
niotinizaiy
Dopma qunYCKy hnabnemxu cybrineaansmi no 50 me flama 3arinvenns 317082026
INEDMIHY APUOGIINOCM
Posmip ma mun ynaxoexu Ne 30 mabremxu y bGricmepax Lama eidbopy 3pasxie  [03/10/2023
Homep cepii D472 ama ananizy 18/10/72023
Poasip cepif 11932 Jlama aunycxy 19/10/2023
Homep cepmugivamy axocmi 2305799 fTocunauns ra Brazano Huxmue
Khupmarkoneo
Vliyen3ia na supobituymao laM77/2023 8id 30052023 Cepmudivam GMP OMP IT/91/H/2023 aid 30/05/2023
Hazea eupobnuxa Epycuemmini c.p.a. Aopeca [Bia fconzo b, 16147 Fenys, Imanis
N TECT CITELHHQIKALITA PEIY/ILTATH
¥n
1 |Onuc, opraHonenTHuHO binyBaTi TaGAeTKH 3 PUCKOW 3 0aHore Goxy, 3 |Bionoeiode
KOPHYHEBUMH  BKPAMCHHRAMH, 1 1€rMKHM
XIAPAKTEPIIHM 32NaX0M
2 ABTCHTHYHICTD Mae MICTUTH cyMitn nizaTia BakTepii; Bionosidae
Bhytpiwsid mevon, IGA (ELISA) Sraphylococcus aureus
SIreplococcus pyogenes
Streptococcus viridans
Klebsiella preumoniae
Klebsiella oraenae
Haemophilus influenza B
Neisseria catarrhalis
Streplococcus pneumoniae
3 Oanopinnicts MacH Mae  Binnosinatw  eumoraM  €sponeficexol [Bidnosidae
(ED, 11.2.9.5) [Papmaxonei
4 CepenHa maca Mae Oyt pin 238,0 10 262,0 Mr 2510, 0
(Ed, 11.2.9.5)
5 Po3najanyA Mae ByTu ue Hianme {5 xs. 4
(ED, n.2.9.]. Tecr A)
16 ICrifikicTs TaB2eTOK L0 po3maRmoBaHus  Mac GYTH HE Menue 3 Xr /.1
(E®, 0.2.9.8)
7 [BuaHaqyeHHs BOIN Mac 6yt ne Binswmic 8% 5,056
(LD, n.2.5.12, Meton A (metoa Dilepa))
8 [IMyHOCTHMYIMIOIOUA [if
(BHYTPLIIHA cnellwdhikauin)
- AKTHBHICTD Mae Oy1rn Oinee 30% D83: 112,67%;
EDS&: 662,03%
- NOPIBHAHHA 3 NOIMTHBHUM KonTpoieM  [CD83 nopisk. PGN: 50-200% 2,52%
| [CD86 nopien, PGN: 50-200% 110,67%
9 Mixpobionoriiuna yyucrora 3aranede gueno aepobuux 6aktepiit (TAMC), <{0
(EP, n.2.6.12, 4.2.6.13, n.5.1.4) He Ginnine 10* KYQ/T,
3aransie YHCA0 APLKIKOBHX T4 MEIceHEBHX <i0
rpybia (TYMOC): we binbwe 102 KYO/r
Escherichia colt: sigcyrni s | r, Biocymni

KomeHmapi: guuelzadanult Ipasox cepil 8idnogidae HaredCHoMy cmandapmy AROCHI 32i0H0 3 BHYMP o010 Cheyuixayico,

[Ceprudricauia: «Linm 3aceiguyio, (o HaBeAcHa BHULE iHGOPMALIA € CHPABKHLOW | TORHON, LA ¢epia nporykry Oyna BUTOTOBMEHA, BKIIOYAIONH
YNAKOBKY/MRPKYBaHHA, | KOHTPOAE HKOCTi MPOBEAENHH HA BUIIE3IA3HAUECHOMY{MX) BHpOOHMHOMY(HX) MallaanuKky(ax) B NoBHIR BianoBiAHOCT 3
sumorami GMP Mmicuesnx perynaTopHKx opraHie Ta srigo 3i cneunbikaliicio, BXa3aHo0 8 PeECTPALUAHOMY MOCBIMYEHHI JiKAPCEKOrO 3acofy

KpaiHu-1MnopTena 4u 3i cnendixanicio 2ocnimKyBaHOro Aikapckoro 3aco6y. BHPOGHULTBO, YTaKOBKA Ta aHAN3 Cepil nepernaHyTO Ta 3aTBEPKSHO Ha
BIANOBLAHICTE BiMoraM GMPn. -

AHaNI30BaHY Ilepenipeno
' Iv s I3abenna le Mapko
ilocaaa Kepipiuk  Biamiay 3

KOHTPONIQ AKOCTI
Hianue/Hara ITionue/ 1871072023




