Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puimancHa
(+38044)207-73-41 Biggin KOHTpOMK AKOCTi
(+38044)207-73-04 YnosHoBaXeHa ocoba 3 AKOCTI

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 papmakoHarnagy

Ceptudikar akocri / Ceptudikar ananisy N2 170000001217

1. HalimeHyBaHHA NpoAyKuUii: LEOTPUAKCOH-QAPHULA

(Ha3ea, cuna pii/akTUBHICTL, Nikapcbka popma Ta 1 dpnakoH micTuTth: LedTprakcoHy HaTPIEBOT CONi y NepepaxyBaHHi Ha
pPO3Mip yNakoBKY (iGeHTUYHO A0 TEKCTY Ha uedTpuakcor 1 r; Nopolok Ans po3unHy ans iH'ekyiit no 1,0r
ynakosui roTosol NpoAyKLii)) 40 pnakoHis 3 nopoluKkom B Kopobui. MapKyBaHHS YKpalHCbKOW MOBOK
2. Homep cepil: CY111223

3. Poamip cepii: 2,896 TYN

4. KpaiHa-BUpoOHUK: YKkpaiHa

5. HaiimernyBaHHa KpaiHu / KpaiH npusHaueHHA YkpaiHa

ANnA cepii:

6. Homep peecTpauiifiHOro NocBifYeHHnR: UA/6340/01/02
7. RaTa BUpO6GHULTBA: 12.2023

8. Alara 3aKiHueHHA TepMiHy npuaaTHOCTI 12.2026

(micaub i pik, nicns axkoro J13 He 3acTOCOBYETLCA):

9. HasBa, agpeca Ta Homepwu fileH3in Bcix BUPOBEHO, BKMIOUYAKOUMN YNAKOBKY/MapKyBaHHA Ta KOHTponb akocTi Ha [TpAT
AiNbHULB BUPOGHNLTBA | KOHTPOAKD AKOCTI; «DapmauesTuura dipma «fapHuysa» 3a agpecoio. m Kuis, syn. bopucninbcbka,
Ceptudikarm signoeigHocti GMP Bcix 13;

AiNbHULD: niueHsia AB Ne598086;

¢BiOLTBO Npo aTecTalito nabopatopin BKA Ne 128;
ceptudikat GMP Ne 064/2023/GMP

10. AHani3s BUKOHaHWIA 3rigHo; MKA 13 po peectpauiitHoro noceigyeHHs NeUA/6340/01/02 sin 27.04.2017 Ne
4786, 3i sMiHamK

PesynbraTtu aHanisy:

N2 n.n. HalimeHysBaHHA NokKasHWKa Bumoru HopmaTUBHOI foKyMeHTauii Pesynbrar aHanisy
1 Onuc KpucTaniynui nopoluok malixe 6inoro abo XXoBTaBOro Konbopy Bignosigae
2 Yac po3unHeHHs Yac po3uuHeHHs BMICTY 0gHOrO dnakoHa y Bofi AnA iH'eKLin mae Bignosigae
6yTn He 6inble 2 xB
3 YHac posuuHeHHs Yac posvuHeHHn BMicty ogHoro dnakoHa B 1 % po3suuni ninokaivy  Binnosigae
mae 6yTu He binblue 2 X8
4 lneHTudikayia A I4-cnekTp npenapaTy mMae signosigatu cnekTpy ceftriaxone sodium Bianosigae
EP CRS a6o ceftriaxone sodium USP RS
5 lneHTudikauin B Ha xpomartorpami unpo6oByBaHOro pPo3umnHy, ofepxaniii y posaini Bignosigae

"KinbkicHe BM3HaueHHA", Yac yTpUMyBaHHA OCHOBHOrO Mika Mae
BiANOBIfATU Yacy yTpMMyBaHHA OCHOBHOIO Mika Ha XpomaTorpami
PO3uuHY NopiBHAHHA (a)

6 lpenTudikayia C Mpenapat aae peaxyito (a) Ha HaTpil Binnosigae
7 OpHopiaHicTb f030BaHMX oauHnub  Bignosigae sumoram AOY, 2.9.40. Mpuitmanshe uucno AV < 15,0 Bignosigae
PO HH U5 y %
8 ﬂpoaczpﬁ&rb pPO3unHy ”?0 BunpobosyBaHnit po3unH mae Byt Npo3opum Bignosinae
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Npoposxenna Ceptudikar axocri / Ceprudikar ananizy Ne 170000001217 I“ '""I“”I”IM”I”I”""“"I"” " Ill

12 CynpogigHi goMilwKy Cyma gomilok - He Ginbwe 4 % Bignosinae *

13 Bopa 80-110% 8,8 %

14 MexaHiuHi BKNIOUeHHA: BUANMI Binnosinae sumoram J0Y, 2.9.20 Bianogigae
YaCTUHKK

15 MexaHiuHi BKNIOYEHHRA: HeBUAUMI Binnosigae sumoram ADY, 2.9.19, meton 1.B Bignosinae
YaCTUHKK

16 CrepunbHictb MNpenapat Mae 6yTn cTepUNbHUM CrepunbHuin

17 bakTepianbHi eHOTOKCUHM MeHuwe 0,08 MO/Mr yedTpuakcoHy Bignoeigae

18 KinbKicHe BU3HayeHHA 0,95 - 1,05 r/¢nakoH 1,00 r/dnakoH
uedTpraKkcoHy

19 YnakosKa BignosigHo go MKA /13 Binnosigae

20 MapKyBaHHsa BignosigHo no MKA N3 Bigriosinae

11. KomenTapi: *TecT npu KOHTPONI rOTOBOrO NPenapaTy Ha eTani Buaayi 40380NYy Ha peanisadito He

BWKOHYETLCA, AKICTb NpenapaTy 3a AaHUM MOKa3HUKOM rapaHTyeTbes Qipmoto

12. YmoBu 36epiraHHs; B opurinanbHiit ynakosLi npu Temnepatypi He Bulle 25°C. 36epiraTv B HegoCTynHOMY ans
aiten micuy,.

13. 3aaBa npo ceptudikauito: LUum nigTeepaxyto, Wo BCi BUPOGHUYI cTagil Ans uiei cepii rotosoi npogykuii 6ynu nposeseHi
B MOBHIl BIANOBIAHOCTI 3 BUMOramMu, BCTAHOBNEHUMU B YMHHOMY KepiBHuUTBI no GMP,
3aTBepaKeHOMY MiRICTepPCTBOM OXOpOHU 380pos’a YKpaiHu, | 3 BUMOramu peectpauinHoro
[OCbE KpaiHy NpU3HaYeHHA

Cepin possoneHa Ao peanizayii / BiaBaHTaxeHHs 3 20.02.2024

3arBepaxyto

MNib: OxoTHiKoBa T.M.

MNocapa: YnosHoBaxeHa ocoba

MianucaHo enektpoHHum nignucom: 20.02.2024  15:54
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HokymeHT nignucaHo y cepeici ByacHo (npopoBiKeHHs)
00481212_20240220_Certificate_17000000121 7.pdf

[lokymenT BinnpasneHo: 15:58 20.02.2024

BnacHuk pokymeHTy

EnekTpoHHUIA nignuc

15:58 20.02.2024

€0PNOY/IMH: 00481212

t0p. Hazea: [TPUBATHE AKLIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULIA
NpoBiAHUI iHCMEeKTOp-yroBHOBaXeHa ocoba: OxoTHikoBa TeTaHa MukonaigHa

Yac nepe.ipku KEM/ELLT: 15:58 20.02.2024

CraTyc nepeBipku cepTudikaty: CeptudikaT aie

CepitHuit Homep: 32BA6ADAB780FF45040000000E1C0000D3CB0100

Tun nigrnucy: keanidikoBaHWi






Appeca 02093, ™. Kuis, Byn. Bopucninbcbka, 13

Ten./Qakc: (+38044)566-68-78 [MpuiimancHa ll H |
(+38044)207-73-41 Bignin KOHTpOMKO AKOCTI

(+38044)207-73-04 YnosHosaxeHa ocoba 3 AKOCTi

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnsgy

Ceptudikar akocri / Ceprudikar aHanisy Ne 170000029717

1. HaiimenyBaHHA npoaykuii'

(Ha3sa, cuna AiifakTUBHICTL, nikapcbka Gopma Ta
PO3MIp yrakosky (iAEHTUYHO A0 TEKCTY Ha
yNaKoBLji roToBol NpoayKLii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpPO6HMK:

5. HalimeHyBaHHA KpaiHu / KpaiH npusHayeHHs
ANA cepit:
6. Homep peccrpaniiiHoro noceBig4eHHA:

7. Dara Bupo6GHuLTBA:
8. [laTa 3akiHYeHHA TepMiHy npuaaTHoCTi

{micaup i pik, nicna akoro J13 He 3aCTOCOBYETBCA):

9. Ha3Ba, agpeca Ta Homepwm RiueHsii Bcix
AiNbHULD BUPOBGHNLTEA | KOHTPONIO AKOCTI;
CepTtudikarn signosignocri GMP Bcix
AiNbHULb:

10. AHani3 BUKOHAHMI 3rifiHO:

PezynbTaTi aHaniay:

LUEOTPUAKCOH-AAPHWLA

1 pnakoH MiCTUTL: LiedTpUaKCoHy HaTpiesoi coniy nepepaxysaHHi Ha
LedTpuakcoH 1 r; NOPOLWOK AN PO3UUHY AfiA iH'ekuin no 1,0r

40 dnaxoHis 3 NopoLIKOM B KOpo6Lji. MapKyBaHHA yKpaiHCHKOK MOBOIO

CY91123
1,840 TYN
YKpaiHa

YkpaiHa
UA/6340/01/02

11.2023
11.2026

BUPOBAEHO, BKIOUAIOUM YNaKOBKy/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha MpAT
«®apmauesTuuHa dipma «[apHuLA» 3a aapeco: M Kuis, Byn. bopucninbcbka,
13;

niuensia AB Ne598086;

CBIOLTBO Npo aTecTayjito nabopatopiit BKA Ne 128;

ceptudikat GMP Ne 064/2023/GMP

MK J13 ao peectpaLliiiHoro NocBifYeHHA NelUA/6340/01/02 sip 27.04.2017 Ne
476, 3i 3miHamu

N¢ n.n.  HalimeHyBaHHA NOKasHUKa BUmMOry HOPMaTUBHOI JOKyMeHTalil Pe3ynbTaT aHaniay
1 Onuc KpucTaniunuii nopoLuok Malixe 6inoro abo XoeTaBoro Konbopy Binnosinae
2 Yac po3umHeHHsA Yac po3ynHeHHs BMICTY OAHOr0 dnakoHa y Boi ANs iH'eKLin mae Binnosinae
6yT1 He Binbiue 2 x8
3 Yac po3umHeHHA Yac po3UMHEHHs BMICTY 0fiHOro dnakoHa 8 1 % posunHi nigokaiHy  Bianosigae
mae 6yTu He Ginblie 2 X8
4 lnenTudikauis A IY-cnekTp NpenapaTty mMae Bignogigati cnektpy ceftriaxone sodium Bignosinae
EP CRS a6o ceftriaxone sodium USP RS
5 lnedTnoikauis B Ha xpomatorpami BUNPo6GOBYBaHOrO PO3UNHY, opepxaHii y posgini  Bigrosigae

"KinbKicHe BU3Ha4YeHHA", 4ac YTPUMYBaHHA OCHOBHOrO Mika Ma€
BiANOBIAATY Yacy YTPUMYBaHHA OCHOBHOTO fika Ha Xpomarorpami
pO3UUHY NOPIBHAHHS (@)

6 IneHTudixayia C Mpenapat Aae peakuiio (a) Ha HaTpil Bignosigae
7 OpHOpIAHICTb 4O30BaHUX OAVHUUL  Bignosiaae BuMoram LY, 2.9.40. Npuimanste uncno AV < 15,0 Bianosigae
oHHuW %
«* v a;
8 ﬂpompi%Tb PO3UUHY ’%" Bunpo6osyBaHuit po3unH Mae 6yTv Mposopum Bignosigae
[od

< OxotHikopa - . .

9 Ko&uoposlcr%g?%wéqy - 3abapeneHna BUNPO6OBYBaHOTO PO3UMHY Mae ByTH He Bignosigae
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MNpopnosxenus Ceptndikar akocti / Ceprndikar ananisy Ne 170000029717

CynposigHi AomilKkn

Bona

MexaHiuHi BKIIOYeHHA: BUanMmi
YaCTUHKN

MexaHiuHi BKIIOYEHHA: HeBUauMI
YaCTUHKH

CrepunbHicTb

bakTepianbHi HAOTOKCUHN
KinbKicHe BU3HaUYE€HH:A

YnakoBKa

MapKyBaHHA.

Cyma [oMilWwoK - He 6inblue 4 %

Bin 8,0 no 11,0 %

Bignosinae sumoram SOY, 2.9.20

Bignosinae Bumoram A0Y, 2.9.19, metop 1.8

MpenapaT Ma€ 6yTV CTePUNbHUM

Menie 0,08 MO/mMr uedTpuakcoHy

uedrpunakcory He menue 0,95 r i He Binblue 1,05 r, y nepepaxyHky
Ha CcepefHIo Macy BMicTy dnakoHa.

BignosigHo fo MKA N3

BignosigHo o MKA N3

AT

Bignosigae *
9,0 %
Binnosigae
Bignogigae
CrepunbHuiA
Binnosinae
1,00 r/dnaxoH
Bignosigae

Bignosinae

11. KomeHTapi:

12. YmoBu 36epiraHHsa:

13. 3asBa npo ceprudikauilo:

*TecT npu KOHTPONI rOTOBOFO Npenapaty Ha eTani Bupaqi A03BoNY Ha peanizauilo He
BUKOHYETbCA, AKICTb NpenapaTy 3a AaHUM NMOKa3HIIKOM rapaHTyeTbea dipmoto

niten micui.

Lium nigreepaxyto, L

B opwriHanbHili ynakosui npu Temneparypi He sule 25°C. 36epiratu B HeQOCTyNHOMY ANA

0 BCi BUpOBHMYI cTaail ana uiel cepii roToBOI MPOAYKUT 6ynu nposefeHi

B MOBHil1 BiANOBIAHOCTI 3 BUMOTaMW, BCTAHOB/IEHNMUN B YUUHHOMY KkepisruLTsi no GMP,
3aTBepKeHoMy MiHiCTepCTBOM OXOPOHU 3g0poB'a YKpaiHu, i 3 BuMoramu peecTpauinHoro
[AOCHE KPaiHy NpU3HAYEHHA

Cepin po3ssoneHa Ao peanizauii / BinBaHTaXKeHHA 3 21.12.2023

Mib; OxoTHikoBa T.M.

Mocaga: YnosHosaxeHa ocoba

MignvucaHo eneKTPOHHUM NigNUCoM: 21.12.2023

3aTBepaXxylo

16:50

JIoOKyMeHT nignucaHo y cepsici BuacHo (nouarok)
00481212_20231221_Certificate_17000002971 7.pdf
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JLOKYMEHT NignucaHo y cepsici ByacHo (NpoAoeeHHs)
00481212_20231221_Certificate_170000029717.pdf

[lokyMeHT BignpasneHo: 16:56 21.12.2023

BnacHUK AOKYMEHTY

EneKTpOoHHMIA nignuc

16:56 21.12.2023

€ProY/IMH: 00481212

10p. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULIA
MPOBILHWIA IHCNEKTOP-YNOBHOBAXEHA oco6a; OxoTHikoBa TeTaHa MuKonaisHa

Yac nepesipku KEM/ELM: 16:56 21.12.2023

CTaTyc nepesipku cepTudikary: CepTtudikar aie

Cepifiuit Homep: 32BA6ADA8780FF45040000000E1C000077500000

Tun nignvcy: KBanipikoBaHui
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