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Appeca 02093, m. Kwis, syn. Bopucninbcbka, 13
Ten./Qakc: (+38044)5656-68-78 MNpuimManoHa
(+38044)207-73-41 Biagin soHTPONW AKOCTI

(+38044) 207-73-04 YnosHosaxeHa ocoba 3 RKOCTI
(+38044)207~73-27 YnosHosameHa ocoba 3 dapmaxkoHarnagy

Ceptudikar akocri / Ceprudikat ananisy N2 170000002609

1. HalimeHyeaHHa npoaykuyii:

LIEQTPUAKCOH-AAPHIMLA

(Ha3Ba, cuna gii/akTuBHICTH, NiKapcbka dopmata 1 drakoH MiCTUTb: LedTprakcoHy HaTpieBoi coni y nepepaxygaHHi Ha

po3mip ynaxoBKu (ifeHTUYHO JO TeKCTy Ha
YNaKkeBLi rotosol npogykuii))

2. Homep cepii:
3. Posmip cepii:
4. KpaiHa-supo6HUK:

5. HaiimenyeanHa kpaihu / kpaiH npuzH
Anga cepii:

Uedrprakcon 0,5 r; nopowok gns PO3YMHY Ons iH'ekuit no 0.5 r
1 ¢nakoH 3 nopolkom B naulj, MapkyBaHHS yKpaiHCbKOI0 MOBOK

CC10324
37,350 Tyn
YkpaiHa

avYeHHA Ykpaika

6. Homep peectpauiiinoro noceiguenns: UA/B340/01/01

7. flaTta BMpo6GHULTEA: 03.2024

8. Hata saKiHyeHHs TepMiHY npugaTHocTi 03.2027

(micaub i pik, nicia akoro N3 He 3aCTOCOBYETLCA):

9. Hasea, aapeca Ta Homepu niyenziil Beix BUpObNeHo, BKMYaoun YN3KOBKY/MapKYBaHHA Ta KOHTPOMb AKOCTI Ha MpAT
AiribHMLb BAPOGHNLTBA | KOHTponIo AKocCTi; «®apmauesrniHa dipMa «flapHuus» 2a afpeca; M Kuis, Byn. bopucninechka,

CeprudikaTu signosigHocti GMP BCix
AiNbHULbL:

10. AHanis BukoHaHwiA 3rigHo:

Pe3ynbTaTtu aHanizy;

13; niyenzia AB Ne598086: CBIAOUTBO Npo atecrauio nabopatopii BKA Ne 128:
ceptudikat GMP Ne 064/2023/GMP

MKA N3 po peectpadiiiHoro nocsiguenna NeUA/G340/01/01 Big 27.04.2017 Ne
476, 3i smiHamu

N2 n.n.  HahmeHyBanua nokasHmka Bumorn HopmaTuerol foKkymeHTayii PeaynwTaT ananisy

1 Cnwnc KpucTarivHnii nopolsok maltxe 6iNore abo JKOBTABoro Koneopy Bignoeinae

2 Hac po3ynHeHHs Hac po3yMHERHA BMICTY OAHOrO dnakoHa y Bofli ann iH'eKUii mae Bisinosigac
6yT1 He Ginbure 2 xB

3 Yac posunHenHs Hac po3uMKeHHsA BMICTY oaHOTO dnakona & 1 % po3uuHi ninokaiby  Bignoeinae
mae ByTU He Binblue 2 xe

4 lnenTndikayia A [4-cnexTp npenapary mae signoeigaru cnektpy ceftiaxone sodium  Bignosigae
EP CRS a6o ceftriaxone sodium USP RS

5 loeHTndikayia B Ha xpomatorpami sunpobosyBaHoro Po3unHY, ofepXaHii y posgini  Bignosigae
"KinokicHe BUzHaueHHS", yac YTPUMYBaHHA OCHOBHOTO Mika Mae
BiAOBIAATI Yacy YTPUMYBAHHA OCHOBHOIO Mika Ha XpomaTtorpami
PO34NHY AePIBHAHHA (a)

6 laeHTudikauia C (lpenapar gae peaxyiio (a) Ha HaTpii Bignoeigae

7 OnHopigHicTs fo308aHMX 0AUHULL Binnozigae sumoram JOY, 2.9.40. NpuitmanbHe uncno AV < 15,0 Bignosigae
Y

8 Mpozopicre pozuuny BunpoBoeyBaHuii po3umn mae ByTW Nnposopum Bignoeigas

9 Konbopogicts posunay 3abapinenHs BUNpoBoBYBaROTO POIYUHY mae 6yTu He Bignoeigae
iHTeHCUBHIWMM 3a eTanoH Y5 abo BYS

10 pH posunny 6,0-8,0 6.7

1 CynposigHi Aomilku byae-akol gomilikn - 1e Ginble 1 % Bianoeigae *

12 CynpoBiaHi gomiwkm Cyma fomilok - He Ginbwe 4 % Bigrioeinae *

13 Bopa 80-11,0% 8,7 %

e Crop, 132
&{ Q/{./i/\‘ﬁ.ﬂff <o f
/j DF. O-Z// T




14

15

16

i7

18

19

20
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MexaHiuRi BKNOueHHs: Hesuanmi Bigncainae Bumoram AAGY, 2.9.19, metog 1.8
YaCTUHKU

MexaniyHi BKNIoYeHHA: Bugnmi Bianoeinae sumoram MY, 2.9.20

YaCTUHKK

KinbKicHe enzHavyeHHR 0,475 - 0,525 r/¢nakoH

uedTprakcoHy
CrepunbHicts

bakTepianbHi eHpoTOKCUHYN
¥nakoexa

MapkyBaHHA

Mpenapar mag GyTW CTepUnbHUM
MeHure 0,08 MO/Mr yedTprakcony
Bignogigho no MKH 13

BignosigHo go MKA N3

Binnosigae
Bignosigae
0,503 r/pnakoH
CrepunbHui
Bignoeinac
Bignoeigae

Bignosigac

11. Komeurapi:

12, Ymoswu z6epiranns:

13. 3aABa npo ceptndikauiio:

* Tect Npu KOHTPONI rSTOBOrO NPenapaTy Ha eTani eugayi AC3BONY Ha peanizali He
BUKOHYETBCA, AKICTL NPENapary 3a AaHUM NOKA3HMKOM rapaHTyeTsca Bipmol

B opuriHanbHil ynakesui npn Temnepatypi He euwe 25°C,

Linm nigTeepaxyio, Wo sci BUpobHMYI cragii gns Liel cepii roToeoT npogyxuil Gynu nposegeHi
B MOBHIN BIANOBIAHOCTI 3 BUMOramM, BCTAHOBNEHUMW B UYMHHOMY KepiBHuyTBI no GMP,
3aTeepaxeHomy MiHicTepersom oxopoHu 3gopos’a YKpainu, | 3 BMMoramu peectpauiiiHoro

A0CbE KPaiHW Npr3HaYeHHA

Cepin goseonena fo peanisauil / pigBanTameHHsA 3 03.04.2024

Mib: OxoTHikora T.M.

MNocana: YnosHoBaxeHa ocoba

3aTeepxyio

flianvcaro enektpoHHum nignucom: 03.04.2024  10:44

BoKymenT nignucaHo y cepgici ByacHo (noyatok)
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