{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000002066

1. HaiimeHyBaHHA npogyKuii: LUEGTPUAKCOH-NAPHMLA

(HazBa, cuna fii/akTMBHICTL, Nikapcbka ¢popma Ta 1 $nakoH MICTUTL: LiedpTpUaKCcOHY HaTPIEROT COoNi Y NepepaxyBaHHi Ha
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha LedTPKAKCOH 1 I; NOPOLWLOK ANA PO3UMHY ANA iH'ekuinno 1,0 r
YNaKoBLi roToBol NPoAYKLUIi)) Ne 5 (5x1} B nauui. MapKyBaHHA YKpaiHCbKOW MOBCIO

2. Homep cepii: CF40224

3. Poamip cepii: 30,889 VYN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/6340/01/02

7. Bata supoGHulyTBa: 02.2024

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 02.2027

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX BMpobNeHo, BKAIOYAOUM YNaKOBKY/MapKyBaHHA Ta KOHTponb AKOCTi Ha [pAT
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI; «(QapmauesTuHa Ppipma «flapHuua» 3a agpecow: m Kuie, Byn. bopucninbcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13; niuenzin AB N°598086; ceigouTteo npo atectaui naGopatopiin BKA N2 128;
BinbHALL: ceptudikat GMP N2 064/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 go peectpauiiiHoro noceigueHHa NeUA/6340/01/02 sipg 27.04.2017 N2

478, 3i 3MiHamn

PeaynbTaTh aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc KpucTaniyHuil nopowok maiixe Binoro afo Xo0BTaBoro KONLOpy Bignosipgae
2 Yac po3unHeHHA Yac pos4YMHEHHS BMICTy OgHOTO HnakoHa y BOgi Ons iH'exkUiil mae Bianoeigae
6yT1 He Hinblie 2 x8
3 Yac po3uMHEHHA Yac posyMHEeHHs BMICTy ogHoro $nakoda B 1 % po3uunHi nigokaidy  Bignosipae

MaE 6ym He Binble 2 xB

4 laeHTUDiKaLin A aFaRy Mae Bignosigatm cnexTpy ceftriaxone sodium Bignosigae
DCRS 260-coftfiaxdne sodium USP RS
5 laeHTUDiKaLis B 2% omafprnaw B DRBYBAHOrO PO3YWMHY, O0epXaHii y posgini Bignosipae
< Tf'me' BM3HELERHEA -yé YTPUMYBaHHA OCHOBHOTO MiKa Mae
-3 rioalp,am ua HHA OCHOBHOTO NiKa Ha XpomaTtorpami
3 (a)J
6 laeHTUdikalis C A HaTpiiA Bignoeipae
7 CgHOpigHICTE 0O30BaHMX OAWHWULb -. |,qas waquamqﬁw’ .9.40. MpwiimanbHe yncno AV < 15,0 Bignosigae
) -
8 Mpo3opicTb po3yuHy Bunpté: - é’aﬁ.1 '“ pﬂsquu Ma€ Gyt npo3opum Bignosigae
9 Konboposlqwmmy' o 3abapeneHHA BUNPoOOBYBaHOTO PO3UMHY Mae GyTw He Bianosigae
z“ 46 iHTeHCUBHIWKMM 33 eTanoH Y5 abo BYS
L4 =
10 pH Eosqmg}(OTHiKOBa . 6,0-8,0 6,7
AHa - = : - . :

1 1 - i o, *

Cynposlnmc?(ngﬁgllaBHa z Byab-AKoi QOMILLKK - He Ginbe 1 % Bianosigae
12 Cynposmﬁ%guiglﬂ InH .:-'. Cyma AOMIWOK - He Ginblwe 4 % Bianosipae *

481212 ~

13 Boaa -9,, & 80-11,0% 8,7 %

>
“QHQ y av
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Mpoposxenna CeprudixaT axocti / Ceprudikar ananisy N2 170000002066

14 MexaHiuHi BKNIQYUeHHA: HeBMOMMI Bignosinae eumoram AdY, 2.9.19, meton 1.B
YaCTMHKM

15 MexaHiuHi BKNIoYeHHA: BMaUMi Bignosipae Bumoram Aoy, 2.9.20
YaCTMHKM

16 KinbKicHe BM3HaYeHHA 0,95 - 1,05 ripnakoH
UedTpuakcoHy

17 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM

18 bakTepianbHi eHOOTOKCUHK MeHwe 0,08 MO/Mr uedTpuakcoHy

19 ¥Ynakoeka BignoeigHo oo MKA N3

20 MapKyBaHHA BignoeigHo oo MKA N3

Bianoeinae
Bianoeinae
0,98 r/¢nakoH
CTepunbHWIA
Bianoeinae
Bianoeinae

Bianoeinae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiiw:

*TeCT NpW KOHTpONI rOTOBOIO Npenapary Ha eTani BuAadi Ao3Bony Ha peanisadiic He
BMKOHYETbCA, AKICTb NpenapaTty 3a AaHMM NOK23HUKOM rapaHTyerbca Qipmoio

B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA

piten micyi.

Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepAKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauyii / BigBanTaxeHHn 3 02.04.2024

MNIb: OxoTHiKoBa T.M.

MNocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 02.04.2024

3aTBepaKyio

13:42
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& JoxymeHT nignucaHo y cepeici BuacHo (novaToxk)

00481212_20240402_Certificate_170000002066.pdf

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240402_Certificate_170000002066.pdf

HoxkymeHT BignpaeneHo: 13:47 02.04.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

13:47 02.04.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEMN/ELN: 13:47 02.04.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin
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