u JAEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KUEBI

npoB.. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon EPTIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3EHOr0 B Y KpaiHy JiKapcbKOro 3acody

23.01.2024 Ne 2502/24/26

AJIBOBAK

(HaFMeHyBaHHA NiKapchKOro 3acoby 3riHoO 3 peecTpauifHHM MOCBITYEHHAM)
NOPOINOK /ISt PO3YMHY /1A iH'e€Kuii, mo 1 r, 1 ¢1akoH 3 MOPOMIKOM Y Ha4ni 3 KAPTOHY

(dopma Bumycky, A03yBaHHS, BUI NaKyBaHHs NikapckKoro 3acoGy)
]
Howmep peectpauiittoro noceimuenna UA/13141/01/01 crpok aif peectpauiiinoro nocsizuenns HeOOMeXeHHA
Cepis nikapcbkoro 3acoby Ne L.180798 KinbkicTs BBE3eHOTO Nikapcskoro 3acoby 32547

Bupo6Huk JlaGoparopio Peir XKodpe, C.A., Icnanis

(HakmeHyBaHHa BUpoOHHKA NikapceKoro 3acoby, KpaiHa NOXOMKEHH:A)

Beeseno B Vkpainy TosapucTeo 3 00mexeHorw BinnosinaasuicTio "BYCT ®APMA",
inenr. kon: 44107410

(HatimenyBanus Ta kon 3a €JIPIIOY wopuauusoi ocobu abo npissuuue, imM's, no 6arbkosi
(hizuuHoT 0cobu - nianpHemus, il MicLE NPOXKHBAHHA Ta peccTpauiiinui HoMep obaikoBoi
KapTKM IiaTHKKa noaarkis aGo cepis Ta Homep nacnopra)

MpoTtokon BisyansHoro kontpomo sin 23.01.2024 Ne 237/3.

3a pesy/ibTaTaMH EPXKABHOrO KOHTPOMIO BCTAHOBIEHO, IO JIiKAPChKHIL, 3aci0 BBe3eHO B VYKpaiHy 3

ﬂﬂTpH]\ﬁaHHﬂM BMMOT 3aKOHOJABCTBA 1oA0 3abe3neueHHs AKOCTI Nika ux 3aco6iB.

Mmuxkona XOJIOAEHKO

(mianuc) (ininianu Ta npiseHle)




NNTABOPATQOPIO PEIT }XO®PE, C.A. 2 ciyHn 2024 11:22:59

CEPTU®IKAT AHANI3Y CTopiHKa 1
i idavila
NAVISION
REIG JOFRE 3amosneHHs N2 OC189509
Opyk Ne: 2
By/. epema, 111, npomucnoea 3oHa Toneao, 45007 (Tonego), Icnania. Ten: +34 925 245 200 ®akc: +34 925 245012
Homep npogyKty 801096 AJIBOBAK 1,0 r, nopoLwoK ans iH'eKkuin
MnaH 3 AaKkocTi Ne 801096/005 Jlikapcbka dpopma: MopoLoK ANA po3UMHY ANs iH eKUii
Homep cepii L180798 JlaTa 3aKiHUeHHA TepMiHy NpuUaaTHOCTI 10.2025
Homep 3samoBneHHsA L180798 Jata BupobHMLTBa 27.10.2023
TECT NIMITU CNELUUDIKALLIT PE3YJIbTAT
Onuc
Burnsg ynakosku 3rigHo cTaHaapTy Bignosigae
Cepia Ha eTuKeTU BkazaHui (Oms. pesynbTar

PesynbtaT: L180794 HUMKYeE)

TepMiH NpUAATHOCTI Ha eTUKeTL BkasaHwit (2 poku) (Ous. pesynbrat

Pesynbtat: 10/2025 HUXKYe)
IHpopmallia Ha maTepianax 3rigHo cTaHaapTy Bignosigae
30BHiLLHIW BUrNAg
®nakoH 10 mn Bignosigae
Mpobka Cipa Bignosigae
Kpuwka 3eneHa Bignosigae
Mopoluok MaitxKe 6inmit abo »KoBTyBaTHi Bionosigae
KPWCTa/livHWIA NOPOLLOK, cnabo
rirpocKonivyHMi
lpeHTndikauin
LedTpmakrcoH (1Y) 3riaHo cTaHpapTy Binnosinae
UedTpmakcoH (BEPX) 3rigHo cTaHgapTy Bignosigae
Hatpii AKicHa peakuis Bignosigae
Cratyc:  3aTBepKeHO Oara:  30.11.23 9:32 Mignuc:  IHmakynana [asina PepHanaes

Im’s, npiseuiLe Ta nocaga, WO BKa3aHi B ceKUil ANA 3aTBepMKeHHA Lporo cepTudikaty Gynu BKa3aHi 33 AONOMOTOK e/eKTPOHHOTO MIiANUCY, AKMIA

BMKOPWCTOBYETLCA KOMN' KOTEPHOIO CUCTEMOIO NiANPUEMCTBA.
EnekTpoHHMIA nignuvc eksiBaneHTHUN OPMriHaIbHOMY Ta NiATBEPAKYE LiNICHICTb Ta aBTOPCTBO LbOTO 4OKYMEHTY.

IupekTop Bipainy AKocTi




NNTABOPATQOPIO PEIT }XO®PE, C.A. 2 ciyHn 2024 11:22:59

CEPTU®IKAT AHANI3Y CTOpiHKa 2
| idavila

NAVISION
REIG JOFRE 3amosneHHs N2 OC189509
Opyk Ne: 2
By/. epema, 111, npomucnoea 3oHa Toneao, 45007 (Tonego), Icnania. Ten: +34 925 245 200 ®akc: +34 925 245012
Homep npogyKty 801096 AJIBOBAK 1,0 r, nopoLwoK ans iH'eKkuin
MnaH 3 AaKkocTi Ne 801096/005 Jlikapcbka dpopma: MopoLoK ANA po3UMHY ANs iH eKUii
Homep cepii L180798 JlaTa 3aKiHUeHHA TepMiHy NpuUaaTHOCTI 10.2025
Homep 3samoBneHHsA L180798 Jata BupobHMLTBa 27.10.2023
TECT NIMITU CNELUUDIKALLIT PE3YJIbTAT

MpoaoBeHHA Ha cTop.2

Onuc posunHy

Mpo3opicTb Mpo3opwui Bignosigae
Konvoposictb 3abapsneHHa po3unHy He Buuie Y5 abo BYS Bignosigae
pH

Pesynbtat 6,0-8,0 6,8

Bmict Bogun

Pesynbrar 80-11,0% 8,9 %

OpHopigHicTb A030BaHUX OAUHULb

OaHopigHICTb A030BaHMX O4MHWLD Donyctnme
uedtprakcony (MV) 3Ha4YeHHs
Jonyctnme 3HauyeHHs (AV) <15,0 2,1

ctagisa 1 (%)

CynposigHi goMilIKK

Byab-aka ineHTUdiKoBaHa AoMilLKa <1,0% <0,1%
Byab-aka HeigeHTMdiKOBaHa £1,0% <0,1%
AOMiLLKa

Cyma gomilok <4,0% <0,1%

KinbKicHe BM3HaueHHA
LledpTpmakcoHy HaTpito 95,0 % no 105,0 % 99,7 %
Bugumi uactkm

Pesynbtar bBes BuanMMMX MeXaHIYHUX BKAKOYEHDb Bignosigae

Cratyc:  3aTBepeHO Aata: 30.11.23 9:32 Mignwc: IHmakynaaa [agina PepHaHaes
IupekTop Bipainy AKocTi

Im’s, npiseuiLe Ta nocaga, WO BKa3aHi B ceKUil ANA 3aTBepMKeHHA Lporo cepTudikaty Gynu BKa3aHi 33 AONOMOTOK e/eKTPOHHOTO MIiANUCY, AKMIA
BMKOPWCTOBYETLCA KOMN' KOTEPHOIO CUCTEMOIO NiANPUEMCTBA.
EnekTpoHHMIA nignuvc eksiBaneHTHUN OPMriHaIbHOMY Ta NiATBEPAKYE LiNICHICTb Ta aBTOPCTBO LbOTO 4OKYMEHTY.




NNTABOPATQOPIO PEIT }XO®PE, C.A. 2 ciyHn 2024 11:22:59

CEPTU®IKAT AHANI3Y CTopiHKa 3
i idavila

NAVISION
REIG JOFRE 3amosneHHs N2 OC189509
Opyk Ne: 2
By/. epema, 111, npomucnoea 3oHa Toneao, 45007 (Tonego), Icnania. Ten: +34 925 245 200 ®akc: +34 925 245012
Homep npogyKty 801096 AJIBOBAK 1,0 r, nopoLwoK ans iH'eKkuin
MnaH 3 AaKkocTi Ne 801096/005 Jlikapcbka dpopma: MopoLoK ANA po3UMHY ANs iH eKUii
Homep cepii L180798 JlaTa 3aKiHUeHHA TepMiHy NpuUaaTHOCTI 10.2025
Homep 3samoBneHHsA L180798 Jata BupobHMLTBa 27.10.2023
TECT NIMITU CNELUUDIKALLIT PE3YJIbTAT

MpoaoseHHA Ha cTop.3
HeBugumi yacteum
Hesugmmi vactkun = 10 mkm/pnakoH < 6000 yacTok/¢pnakoH 55 yacTtok/¢pnakoH

Hesuammi yactku = 25 mkm/dpnakoH < 600 yacTok/PpnakoH 0 yactok/dnaxkoH

baKTepianbHi eHAO0TOKCUHK

PesynuTat <0,20 EO/mr < 0,0800 EQ/mr

CrepunbHicTb

PesynbTar Mae ByTi cTepu/ibHUM Bignosigae

Cratyc:  3aTBepeHO Aata: 30.11.23 9:32 Mignwc: IHmakynaaa [agina PepHaHaes
IupekTop Bipainy AKocTi

Im’s, npiseuiLe Ta nocaga, WO BKa3aHi B ceKUil ANA 3aTBepMKeHHA Lporo cepTudikaty Gynu BKa3aHi 33 AONOMOTOK e/eKTPOHHOTO MIiANUCY, AKMIA
BMKOPWCTOBYETLCA KOMN' KOTEPHOIO CUCTEMOIO NiANPUEMCTBA.
EnekTpoHHMIA nignuvc eksiBaneHTHUN OPMriHaIbHOMY Ta NiATBEPAKYE LiNICHICTb Ta aBTOPCTBO LbOTO 4OKYMEHTY.




JNNIABOPATOPIO PEIl }KO®PE, C.A. _ Crop. 1
2 ciyHA 2024 11:22:59

CEPTU®IKAT BUNYCKY CEPII Garcijoo

NAVISION
REIG JOFRE Opyk Ne: 2

By/. epema, 111, npomucnoea 3oHa Tonepno, 45007 (Tonepo), Icnawia. Ten: +34 925 245 200 @akc: +34 925 245012

3anBHUK MICTPAN KENITAN MEHEAXMEHT NTA
Mpoaykr 801096 AJZIBOBAK 1,0 r, nopowok ans iH ekuin
Homep 3amoBneHHA L180798 Homep 3amoBneHHA 3 AKOCTI 0C189509
Homep cepii L180798 J[lata 3aKiHUeHHA TepMmiHy 10.2025
npuaaTHocTi
Jata eupobHuuyTBa 27.10.2023 BupobneHo ogmnHuLb 32722 ogvHnUb
Niuensia Ne 1155E
BunyweHo oguHUUb 32547 ogriHnub

PeecTpauiide nocsiguenna  UA/13141/01/01

Mpumitku:

Uum s nigTeepMyto, WO BCi BUPOOHWMYI eTanu ujiei cepii rotosoro npoaykTy OyAM BUKOHaHi B MOBHIM
BignosigHocTi Ao Bumor GMP €Esponeiicbkoro Col3y Ta A0 BMMOr pPeeCTpaliifHOro A0Cbe KpaiHu/KpaiH
NMPU3HAYEeHHS.

PiweHHna 3aTeeporKeHo

Mignuc: Jara:

OcraTouHe 3aTBepAKEHHSA BUNYCKY cepil:

. Xoce Miresnb apcia 20.12.2023 18:05
3acTynHUK YnoBHoOBaXKeHoi ocobu

Iv’A, NpisBMLLE Ta Nocaa, WO BKa3aHi B ceKUii AnA 3aTBepArKeHHA uboro cepTudikaTy 6ynu BKazaHi 3a A40NOMOroo eneKTPOHHOTo nignucy,
AKUIA BUKOPUCTOBYETLCA KOMMN'IOTEPHOID CUCTEMOIO NiANPUEMCTEA.
ENeKTpOHHUIA NiANMC eKBiBaneHTHUIA OpUriHanbHOMY Ta NiATBEPAMKYE LiMICHICTb Ta aBTOPCTBO LibOro AOKYMEHTY.



2. January 2024 11:22:58

I LABORATORIO REIG JOFRE, S.A. Sy
_ 'Z« CERTIFICATE OF ANALYSIS Masgfcif:
REIG JOFRE OrderNo. OC189509
C! Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 e
Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection

Batch No. L180798 Expiry date 10/2025

Prod. Order No. L180798 Manufacturing date 27/10/2023

TESTS SPECIFICATION LIMITS RESULTS
Description

Appearance of packs/elements Same as standard Complies

Batch on label

Result: L180798

Expiry on label
Result: 10/2025

Editicn on the materials

Appearance

Vial
Stopper
Capsule

Powder

Identification

Indicate

Indicate (2 years)

Same as standard

10 ml

Grey

Green

Almost white or yellowish, crystalline,

slightly hygroscopic

(See result below)

(See result below)

Complies

Complies

Complies

Complies

Complies

Continue on page 2

QC Status: Accepted Date: 30/11/23 9:32  Signature: Inmaculada Davila Fernandez

QC Director

The name, sumame and position that are shown in the section for approval of this certificate have been included using an electronic signature with the company computer system.

This electronic signature is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this document.




'Z,‘ LABORATORIO REIG JOFRE, S.A. L
agarciag
CERTIFICATE OF ANALYSIS B o
REIG JOFRE Order No. OC189509
C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 S8
Product No. 801096 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096/ 005 Pharmaceutical form Powder for solution for injection
Batch No. L180798 Expiry date 10/2025
Prod. Order No. L180798 Manufacturing date 27/10/2023
TESTS SPECIFICATION LIMITS RESULTS
Continued from page 1
Ceftriaxone (IR) Same as standard Complies
Ceftriaxone (HPLC) Same as standard Complies
Sedium Positive Complies

Appearance of the solution

Clarity Clear Complies
Colour Maximum Std. Y5 or BY5 Complies
pH

Result 6.0-8.0 6.8
Water content (KF)

Result 80-11.0% 8.9 %

Uniformity of dosage units (Mass Variation)

Uniformity of dosage units Ceftriaxone (MV) Acceptable
Acceptance Value (AV) stage 1 (%) <=15,0 21

Continue on page 3

Date: 30/11/23 9:32  Signature: Inmaculada Davila Fernandez
QC Director

QC Status: Accepted

The name, surname and position that are shown in the section for approval of this certificate have been included using an alectronic signature with the company computer system.
This electronic signature is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this document,




‘ LABORATORIO REIG JOFRE, S.A.
2 CERTIFICATE OF ANALYSIS

2, January 2024 11:22:59
Page 3

agarciag
NAVISION

BRI OENE OrderNo.  OC189509
C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 bty

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection

Batch No. L180798 Expiry date 10/2025

Prod. Order No. L180798 Manufacturing date 27/10/2023
TESTS SPECIFICATION LIMITS RESULTS

Continued from page 2

Related substances (HPLC)
Single impurity known <=1.0% <0.1%
Single impurity unknown <=1.0% <0.1%
Total impurities <=4.0 % <01%
Determination of content
Ceftriaxone sodium 95.0-105.0% 99.7 %
Visible particles
Resuit Should be without visible particles Complies
Particulate matter
Subvisible particles >= 10 pm/vial <=6000 part/vial 35 part/vial
Subvisible particles >= 25 pym/vial <=600 part/vial Q pari/vial
Bacterial endotoxin test
Result <=0,20 IU/mg < 0.0800 IU/mg
Sterility
Result Steri}e Complies

QC Status: Accepted

Continue on page 4

Date: 30/11/23 9:32  Signature: Inmaculada Davila Fernandez

QC Director

The name, surname and position that are shown In the section for approval of this certificate have been included using an electronic signature with the company computer system.
This electronic signature Is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this document.




'21 LABORATORIO REIG JOFRE, S.A. e
arcl.

CERTIFICATE OF ANALYSIS W, g

BRI IERY OrderNo. OC189509

C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 sl o

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection

Batch No. L180798  Expiry date 10/2025

Prod. Order No. L180798 Manufacturing date 27/10/2023

TESTS SPECIFICATION LIMITS RESULTS

Continued from page 3
QC Status: | Accepted Date: 30/11/23 9:32  Signature: Inmaculada Davila Fernandez

QC Director

The name, surname and position that are shown in the section for approval of this certificate have been included using an electronic signature with the company computer system.
This electronic signature Is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this document.




: Page 1
LABORATORIO REIG JOFRE, S.A. Sl
CERTIFICATE OF BATCH RELEASE garcij00
NAVISION
REIG JOFRE Print No.: 2
C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012
Titular Laboratory MISTRAL CAPITAL MANAGEMENT LIMITED
Product 801096 ALVOBAC 1.0g p. for injection
Prod. Order No. L180798 * Quality Order No.: 0C189509
Batch No. L180798 Expiration date 10/2025
Manufacturing date: 27/10/23 Manufactured Units: 32722 UN
PL Number 1155E
Released units 32547 UN
Marketing Authorlzaﬁon No. UA/13141/01/01
Remarks:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requeriments of the European Union and with the Marketing Authorization requirement (s)
of the destination country/countries. L
Decision | Approved |
Signature: Date:
Final Batch Approval: ‘ ; T
Deputy Qualified Person Jose Miguel Garcia 20/12/2023 18:05

The name, sumame and posilion lhal are shown in the seclion for approval of this cerlificale have been included using an electronic signalure with the company computer system.

This electronic signalture is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this document.
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