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Appeca 02093, Mm: KuiB; Byn. Bopucninbcebka, 13
Ten./Qakc: (+38044)566-68-78 TpuimansHa
(+38044)207-73-41 Bigain KOHTPONK AKOCTI
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(+38044)207-73-04 YnosHoBaxeHa o0coba 3 -HKOCT] 1
(+38044)207-73-27 YnosHOoBaeHa ocoba. 3 ‘bapmakoHarnsay
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Ceptudikar sakocri / Ceprudikar ananisy Ne 170000002609

1. HanmeHyeaHHs npoayKuii:

(HazBa, cvna AiifakTuBHICTb, Nikapcbka ¢opma Ta

PO3MIp yNakoBKK (iJEHTUYHO [O TEKCTY Ha
ynakoBUi rotosol npogykuii))

2. Homep cepil:

3..Po3mip cepii:

4. KpaiHa-BUpobHUK:

5. HaiimeHysanHa Kpaiun / kpalH npusHauerns

Ans cepii:

6. Homep peecrpadiiiHoro NOCBIQUYEeHHA:

7. JaTta BUpOoGHMLTBA:

8. NlaTa 3aKiHYeHHa TepmiHy NpUgaTHOCTI

(micaup i pik, nicns akoro JI3 He 3acTocoByeTben):

9. HasBa, aapeca Ta HOMepW NileHsin Bcix
RiNbHUUb. BUPOGHUYTRA i KOHTPONKW AKOCT;

CeprudikaTn sBignosigHocti GMP Bcix

AiNbHUUb:

10. AHaniz BUKoHaHUR 3rigHo:

PesyabTatit aHanisy:

LIEOTPUAKCOH-OAPHILA
1 GriakoH MicTUTb: LedTprakcony HaTpieraT coni y nepépaxygaHHi Ha

uedrprakcon 0,5 r; nopowok ans PO3UMHY ans iH'ekyit no 0.5 r

1 dnakoH 3 nopouwkom B nayui, MapKyBaHHS YKPaTHCbKO MOBOK

CC10324
37,350 7Y
YkpaiHa

YKpaiHa

UA/6340701/01

03.2024
03.2027
BMUPOGIEHD,; BKAKYAOYN '_:.yrla'K'GB'K}'/?’MEI}')’K’}'#B&H’HH' Ta KOHTponb Akocti Ha TpAT

«DapmauestinuHa dipma «[lapHuus» 3a agpecows: M. Kuis, Byn. bopucninecoka,
13; nivensia AB Ne598086: crinourtso npo arecraui naboparopin BKA Ne 128:

ceptudikat GMP N2 064/2023/GMP

MKA N3 fo peectpauiiiHoro. nocsinuenHs NeUA/6340/01/01 Big 27.04.2017 ne
476, 3i 3miHamwn

HalmeHyBaHHA NoOKa3HMKA

N2 n.n. Bumorn HopmaTueHOT foKymeHTayiT Pesynbtar ananisy
1 Onnc KpucTanisHnil nopoltok maixe 6inoro abo KOBTasoro KONbOopYy Bignoeipae
2 “Hac poszynHeHHs Hac posumHenHa BMicTy oaHoro dbnakoHa Y BOZi anA iH'ekuin.mae Bifinorinae:
OyT1 He Ginblre 2 xg

3 Mac pozunHenHs ‘Hac po3unHeHHsa BMiCTY oaHoro dnakoxa B 1 % posuuHi ninokaiy  Bignoeinae
MaE 6y He Binbiue 2 xB

4 lnenTndikayis A I4-cnekTp npenaparty mae signoeigatn CnexTpy ceftriaxone sodiumi  Bignosigae
EP CRS a6o ceftriaxone sodium USP RS

5 lneHTudikayis B Ha Xpomatorpami sunpo6oBysaHoro posunHy, ogepxaHi y pe3gini  Bignosigace
"KinbKicHe BuzHaYeHHA", 4aC YTPUMYBaHHA OCHOBHOTG Mika Mae
BIANOBIAATIF UACY YTPUMYBAHHA OCHOBHOrO Nika Ha XpomaTtorpami

| | PO3YUHY AOPIBHAHHR (a)
6 laéntridikayis C [penapat pae peakyino {a) Ha HaTPIN Bignosigae.
7 OnHOpIgHICTL AO308aHUX OANHMLE: Bianoeigae sumvoram JOY, 2.9.40. Npuimaniste uncno AV < 15,0 Bignosigae
Yo
8 Tpo3sopicre pozunny BunpobosyBaHuil po3unH mac OYyTW Npo3opum ‘Bignogigae
9 KoneopogicTs posunky ‘3abapBneHHs BUNPOHOBYBAROIO PO3YUHY Mmae. OyT He
| IHTeHCUBHIWMM 3a eTanoH Y5 abo BYS5
10 PpH pozunny 6,0-8,0
11 CynpoBiaHi oMK byne-akoil gomiliky - He 6inblie 1 %
12, CynposigHi gomimkn Cyma pomiwox - He binbwe 4 %
13 Boga 8,0 -11,0 %
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[ipopoexeHHa CepTudikaTt Akocri / Ceprudikar ananizy N2 170000002609 m ”"]I“l'IHI”l”"l""]ll“"lm Hl I"

MexaHivHI BKNKUeHHA: HeBUOMMI Bignosinae sumoram A0Y, 2.9.19, metog 1.B Binnosinae
YaCTUHKY

MexaHidHI BKNKYEeHHA: BIAWUMI Bianogigac sumoram MY, 2.9.20 Binnosigae
YACTUHKN i

KinbkicHe BM3HaYeHHR 0,475 0,525 ribnakon. 0,503 r/pnakon
LehpTPnaKkcoHy

CrepunbHicTb Mpendpar mae 6yTn cTepunbHUM CTepunbHUi
bakTepianbHi eHHOTOKCUH A MeHiuwte 0,08 MO/MI LedTpuakcoHy Bignosinae
Ynakoeka Binnoeiaro o -MKA 13 ‘Bignoeinae
MapKyBaHHA BinnoeigHo. go MKA N3 Bignoeigae.

11. KomenTapi:

12. YmoBW 36€piranns:

* TecT NpKW KOHTPONI rOTOROIO NpenapaTy Ha etani eurgasyi AC3BOMY Ha peanizalik He
BUKOHYETbCA, AKICTb NpenapaTy 3a JaHuM NOKasHWUKOM rapaHTyeTbea Qipmoro

B'opurinanbHin ynakosui npn Temnepatypi we Buue 25°C.

13.3aA8Ba npo ceptnikauiro: Lum NIATBEPIPKYIO, WO BCI BUPOOHUYI cTabii ans uiei cepii. rotosol NnpopyKLil Bynu HEOBEHEH!

B NOBHIN BIANOBIOHOCTI 3 BUMOraMU, BETAHOBNEHVMY B UMHHOMY KepiBHWULTBI No- GMP,

3aTBep/keHoMy MiHicTepcTBoM 0XOpOHY 300p0B'A YKpaiHw, | 3 BUMOramMu peecTpatiiiHoro
A0CHE KPalku NPU3HaYeHHs

Cepin fo3soneHa oo peanizauii / pigsantarkenus 3 03.04.2024

Mi6: OxorHikosa T.M.

Nocana: YnosHoBaxkeHa Gcoba

Hiaauncano enektpoHHum nignuicom: 03.04.2024 1044

3aTeepxKyio

JLOKYMEHT nignucaHo y cepeici ByacHo (novyaTox)
00481212_20240403_Certificate_170000002609. pdf
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