JIEPKJIIKCIIY KBA
JAEPIKABHA CHYZKBA 3 JIIKAPCBKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

By/1. bepesnskiscebka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKIiCTh BBE3eHOI0 B YKpaiHy JiKapcbKoro 3acody

01.02.2023 Ne 4451/23/2611

AJIBOGAK

(naiimenysanns rikapeskoro 3acofy 3riaHo 3 peecTpatifiHuM NOCBIIYEHIsIM)
MOPOMOK VISl PO34HHY /st iH' €Ki, o 1 1, 1 ¢aakon 3 MOPOMIKOM y nayii 3 KapTony

(thopma Bumycky, 103yBaHHA, B NaKyBaiHs likapeskoro 3acoy)
Homep peecrpauiitnoro nocsinuennst UA/13141/01/01 crpok aii peectpauiituoro nocsinuenns HeoOMeKeHN
Cepia nikapeskoro sacoGy Ne L175937 Kinbkicts BBE3€HOTO JNikapeskoro 3acoby 6687

BupoGHuk Jlaboparopio Peir XKodpe, C.A., Icnanis

(naiimenyBaHHA BUPOOHMKA JIIKAPCHKOTO 3ac00y, KpaiHa MOXOMKCHHA)

Bpesero B Vpainy TOBAPHUCTBO 3 OGMEKEHOIO BIJIIIOBLIAJIGHICTIO
"BYCT ®APMA", inenr. kox: 44107410

(malivenynanss Ta xoa sa €IPII0Y opuauuiol ocolu abo npissuie, iM'a, no Garskoei (iznusoi
0Co0M - minpreMILd, ii Miclie IpoKHBAHIS TA peecTpailiiinuii Homep 06niKoBOT KAPTLH NNATHHKE
nojarkis abo cepix Ta HOMEp nacnopTa)

3a pesymsTaTaMd  JepKaBHOTO KOHTPOMIO BCTAHOBIEHO, 1O Jikapchkuii 3aci6 BBeseHO B YKpalHy 3

IPChKHUX 3aco0iB.

AOTPHMAHHAM BHMOI 3aKOHOAABCTBA 110/10 3a0€3MeY eHHA AKOCTI y.
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JEPXIJIIKCIIYIKBA
JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJl. bepesnskirckka, 29, Kuis, 02098, rei. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy J1iKapcbKoro 3acody

31.01.2023 Ne 3962/23/26

AJIBOBAK

(nakiMenyBanng Aikapebkoro 3aco0y 3riZHo 3 pecCTPaLlifiHWM I0CBIATEHHIM)
HOPOIMIOK LISt PO34MHY A4 in'ekuiii, mo 1 r, 1 guakou 3 mopomxom y nadui 3 KapToHy

(thopma Bumycky, A03yBaHHI, BH NAKYBAHHA Aikapcekoro 3acoly)
Homep peecrpauiitioro nocsinuenns UA/13141/01/01 crpok aif peectpauiitioro noceiguenns HeoGMeXKeHU
Cepis nikapenkoro 3acofy Ne L175937 KinbkicTs sBeseHoro nikapeskoro sacody S0000

Bupobuuk JlaGopatopio Peir Xodpe, C.A., [cnanis

(nafiMerysadHs BHPOOHHKA NIKAPCLKOro 3acoly, KpaiHa NOX0AKCHHN)

Beeseno B Yxpainy TOBAPUCTBO 3 OGMEXKXEHOIO BIAIMMOBIAAJBHICTHO
"BYCT ®WAPMA", izenr. xon: 44107410

(naiimenysanns ta xon 3a €[IPTIOY opnanynoi ocobu abo npispHile, iM'a, 110 GaTbkori (isnyHoi
0coBK - NiAIPHEMLLE, TI MICIIE MPOKUBANNS Ta peceTpauifiHni Homep oBnikoBol KapTKK IIATIHKL
nogatiis abo cepis Ta HOMEP nlacnopra)

3a pesyiwTaTamiu epKaBHOrO KOHTPOJIO BCTAHOBICHO, (O Jikapebkui 3acid BBescHO B Ykpainy 3

AOTPHMAHHSM BHMOT 3aKOHOIABCTBA LIONO 3ade3neueHHs SKOCTI Nikapcyprux 3acodis.
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10 ciyna 2023
CropiHka 1

NABOPATOPIO PEIT }O®PE, C.A.
CEPTUDIKAT AHANI3Y

Igarciag

R

REIG JOFRE

Byn. Mepema, 111, npomucnosa 3oHa Toneno, 45007 (Toneno), lcnanisa. Ten: +34 925 245 200 dakc: +34 925 245 012

3amoenenHa Ne 0C176964

801096 AJIBOEBAK 1,0 r, nopowok ana i’ exuji
801096/004 Jlikapcbka ¢popma: MoOpoOLWOK ANA PO3HUUHY ANA IH eKUil

Homep npoaykry
MnaH 3 akocTi Ne

Homep cepii L175937 [OaTa 3akiHYeHHA TepMiHy NpUAATHOCTI 11.2024
Homep 3amoBneHHA L175937 Jata Bupo6HuyTBa 28.11.2022
TECT NIMITU CNELUIKALLIT PE3YNbTAT
Onuc

Burnag ynakoskwm 3rigHo cTaHpapTy Bignosipae

Cepifa Ha eTuKeTU|i BkazaHui

Pesynbrart: L166375

(Owue. pesynbTar
HUXKYeE)

TepMmiH NpUAaTHOCTI Ha eTUKeTL| BkazaHuit (2 poku) (Owue. pesynbTar

PesyneTar: 11/2022 HUXKYE)
IHpopmalia Ha maTepianax 3rigHo cTaHpapTy Bignosigae
3oBHiwWHil BUTNAg
®nakoH 10 mn Bignosigae
Mpobka Cipa Bignosipae
Kpwvwka 3eneHa Bignosigae
Mopowok Marixke 6inuii abo »KoOBTyBaTUIA Bignoeigae
KpUCTanivHWi nopouwok, cnabo
rirpoOCKoMni4YHKUIA
laeHTudikauin
UedTpurakcoH (I4) 3rigHo cTaHgapTy Bignoeigae
UedTpurakcoH (BEPX) 3rigHo cTaHgapTy Bignoeigae
HaTpii AkicHa peakuif Bignosigae
MNpopoBxkeHHA Ha cTop.2
Cratyc:  3aTeepaMeHo Data:  04.01.23 Nignuc:  IHmakynaga [asina PepHanaes

Im'A, npizenile Ta nocaga, WO BKazaHi B ceKuii ANA 3aTBepAMeHHA uboro ceptudikaty Bynu BKasaHi 3a LONOMOroK eNeKTPOHHOro NiANUCY, AKWIA

BMKOPWUCTOBYETHCA KOMM IOTEPHOK CUCTEMOIO MiANpPHEMCTEA.
ENeKkTpPOHHWIA NigNWC e KBiBaNEHTHWI OPUTIHANBHOMY Ta NiATBEPAMYE LiAICHICTL Ta aBTOPCTBO LIbOTO [ OKYMEHTY.

LOwpekTop Biaainy akocTi




NABOPATOPIO PEIT }O®PE, C.A. 10 ciunn 2023

CEPTU®IKAT AHANI3Y CropiHka 2
y Igarciag

RE’G JOF RE 3amosneHHa Ne OC176964

Byn. Mepema, 111, npomucnosa 3oHa Toneno, 45007 (Toneno), lcnanisa. Ten: +34 925 245 200 dakc: +34 925 245 012

Homep npoaykry 801096 AJIBOEBAK 1,0 r, nopowok ana i’ exuji

MnaH 3 akocTi Ne 801096/004 Jlikapcbka ¢popma: MoOpoOLWOK ANA PO3HUUHY ANA IH eKUil
Homep cepii L175937 [OaTa 3akiHYeHHA TepMiHy NpUAATHOCTI 11.2024
Homep 3amoBneHHA L175937 Jata Bupo6HuyTBa 28.11.2022
TECT NIMITU CNELUIKALLIT PE3YNbTAT

Onuc posuuHy

MNpozopictb Mpozopwuii Bignosigae
Konbopogicte 3abapeneHHa po34uHy He BuLle Y5 abo BYS Bignosigae
pH

Pesynbrar 6,0-8,0 6,6

Bmict Bogu

Pesynbrar 8,0-110% 9,0%

OpHopigHicTb f030BaHUX OZUHULb

OpHopigHicTE 4O30BaHUX OAUHMLB Jonyctme
uedTpuakcoHy (MV) 3HaYeHHA
Honyctume 3HadeHHs (AV) <£15,0 1,9

cragia 1 (%)

CynposigHi gomiwku

Byab-aKa igeHTUdiKoBaHa gomilwKa £1,0% 0,1%
Byab-aKka HeigeHTUdiKOBaHa <1,0% <0,1%
LOMilLKa

Cyma gomiwok <40% 0,1%

KinbKicHe BU3HaueHHA
UedTpurakcoHy HaTpio 95,0 % po 105,0 % 99,6 %
Bugumi yactkm

PesynbTar Bes BManMMX MEXaHIYHUX BKAKOYEHDb Bignosigae

MNpopoexeHHA Ha cTop.3

Cratyc: 3aTBeparKeHo Oarta: 04.01.23 Mignkc: IHmakynana Oasina PepHanaes
LOwpekTop Biaainy akocTi

Im'A, npizenile Ta nocaga, WO BKazaHi B ceKuii ANA 3aTBepAMeHHA uboro ceptudikaty Bynu BKasaHi 3a LONOMOroK eNeKTPOHHOro NiANUCY, AKWIA
BMKOPWUCTOBYETHCA KOMM IOTEPHOK CUCTEMOIO MiANpPHEMCTEA.
ENeKkTpPOHHWIA NigNWC e KBiBaNEHTHWI OPUTIHANBHOMY Ta NiATBEPAMYE LiAICHICTL Ta aBTOPCTBO LIbOTO [ OKYMEHTY.




NABOPATOPIO PEIT }O®PE, C.A. 10 ciunn 2023

CEPTU®IKAT AHANI3Y CropiHka 3
Igarciag

RE’G JOF RE 3amosneHHa Ne OC176964

Byn. Mepema, 111, npomucnosa 3oHa Toneno, 45007 (Toneno), lcnanisa. Ten: +34 925 245 200 dakc: +34 925 245 012

Homep npogykTy 801096 AJIBOEBAK 1,0 r, nopowok ana i’ exuji

MnaH 3 akocTi Ne 801096/004 Jlikapcbka ¢popma: MoOpoOLWOK ANA PO3HUUHY ANA IH eKUil
Homep cepii L175937 [OaTa 3akiHYeHHA TepMiHy NpUAATHOCTI 11.2024
Homep 3amoBneHHA L175937 Jata Bupo6HuyTBa 28.11.2022
TECT NIMITU CNELUIKALLIT PE3YNbTAT

HeBuaumi yactkm
Hesuaumi yactkm 2 10 mem/dnakoH < 6000 vacTok 86 yacTok

Hesmaumi yactkm 2 25 mem/dnakoH < 600 yacTok 1 yacTka

baKkTepianbHi eHAOTOKCUHMU

PesynbTar <0,20 EO/mr < 0,0800 EO/mr

CrepunbHictb

Pesynbrar Mae 6yTu cTEpUNBHUM Bignosigae

Cratyc: 3aTBeparKeHo Oarta: 04.01.23 Mignkc: IHmakynana Oasina PepHanaes
LOwpekTop Biaainy akocTi

Im'A, npizenile Ta nocaga, WO BKazaHi B ceKuii ANA 3aTBepAMeHHA uboro ceptudikaty Bynu BKasaHi 3a LONOMOroK eNeKTPOHHOro NiANUCY, AKWIA
BMKOPWUCTOBYETHCA KOMM IOTEPHOK CUCTEMOIO MiANpPHEMCTEA.
ENeKkTpPOHHWIA NigNWC e KBiBaNEHTHWI OPUTIHANBHOMY Ta NiATBEPAMYE LiAICHICTL Ta aBTOPCTBO LIbOTO [ OKYMEHTY.




QJ JTIABOPATOPIO PEIT }KO®DPE, C.A.

- CEPTU®IKAT BUNYCKY CEPIT
REIG JOFRE

Byn. Mepema, 111, npomucnosa 3oHa Toneno, 45007 (Toneno), lcnanis. Ten: +34 925 245 200 dakc: +34 925 245012

3aABHUK MICTPAN KENITAT MEHEXMMEHT NTA,
MpoayKT 801096 A/IBOEAK 1,0 r, nopowoK Ana iH' ekl
Homep 3amoBneHHA L175937 Homep 3amoBneHHA 3 akocti  0C176964
Homep cepii L175937 Jata 3akiHUeHHA TepMiHy 11.2024
npuagaTtHocTi
Jata BupobHuuyTBa 28.11.2022 BupobneHo oguHuub 106880 oguHMLb
Niyensia Ne 1155E
BunyweHo oguHuub 106687 oguHuLUb

PeectpauiiiHe nocsiguenna UA/13141/01/01

MpumiTten:

Uum a nigreepayto, Wo BCi BMPOBHMYI eTanu Uiei cepii roToBoro npoAykty 6ynu BMKOHaHi B MOBHIM
gignosigHocTi go sumor GMP Esponelicbkoro Coto3y Ta 0 BMMOr peecTpauifiHoro Aocke KpaiHu/KpaiH
NpyU3Ha4YeHHA.

PiweHHA 3aTBepaKeHo

Mignuc: Jara:

OcTaTouHe 3aTBepAKeHHA BUNYCKY cepil:

: : .. : : . | Xoce Mirenb lapcia 05.01.2023
BignoeiganbHuii papmauesT —BignosiganbHa ocoba 3 AKocTi

Im’a, NpiseMwe Ta Nocaga, Wo BKa3aHi B CeKLil 418 3aTBepAKEHHA Uboro cepTudikaTy 6ynun BKa3aHi 3a 4ONOMOrol eNeKTPOHHOTo
nignucy, AKMIA BUKOPMUCTOBYETHCA KOMN' KOTEPHOIO CUCTEMOIO MiANPUEMCTBA.
EneKTpOHHMIA NigNUC eKBiBaNeHTHUIA OpUriHaNbHOMY Ta NiATBEPAKYE LiNICHICTL Ta aBTOPCTBO LUbOTO AOKYMEHTY.



10. January 2023

‘ LABORATORIO REIG JOFRE, S.A. S
'2 CERTIFICATE OF ANALYSIS i
REIG JOFRE Order No. 0C176964
C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 G
Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 004 Pharmaceutical form Powder for solution for injection

Batch No. L175937 Expiry date 11/2024

Prod. Order No. L175937 Manufacturing date 28/11/2022
TESTS SPECIFICATION LIMITS RESULTS
Description
Appearance of packs/elements Same as standard Complies
Batch on label Indicate (See result below)

Result: L175937

Expiry on label Indicate (2 years)
Result: 11/2024

Edition on the materials Same as standard

Appearance

Vial 10 mi

Stopper Grey

Capsule Green

Powder Almost white or yellowish, crystalline,

slightly hydroscopic

Identification

(See result below)

Complies

Complies

Complies

Cornplias

Complies

Continue on page 2

QC Status: Approved  Date: 04/01/23 Signature: Inmaculada Davila Fernandez

QC Director

The name, sumame and paosition 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.




10. January 2023

[ LABORATORIO REIG JOFRE, S.A. i

'2 CERTIFICATE OF ANALYSIS 527

REIG JOFRE Order No. OC176964

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

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 004 Pharmaceutical form Powder for solution for injection

Batch No. L175937 Expiry date 11/2024

Prod. Order No. L175937 Manufacturing date 28/11/2022

TESTS SPECIFICATION LIMITS RESULTS
Continued from page 1

Ceftriaxane (IR) Same as standard Complies

Ceftriaxone (HPLC) Same as standard Complies

Sodium Paositive Complies

Appearance of the solution

Clarity Clear Complies

Colour Maximum Std. Y5 or BY5 Complies

pH

Result ' '6.0-8.0 6.6

Water content (KF)

Result 8.0-11.0% 9.0 %

Uniformity of dosage units (Mass Variation)

Uniformity of dosage units Ceftriaxone (MV) Acceptable

Acceptance Value (AV) stage 1 (%) <=15,0 1,9

Continue on page 3
QC Status: Approved Date: 04/01/23 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.




10. January 2023

I LABORATORIO REIG JOFRE, S.A. =0,

?, CERTIFICATE OF ANALYSIS P

REIG JOFRE Order No. 0OC176964

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

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 004 Pharmaceutical form Powder for solution for injection

Batch No. L175937 Expiry date 11/2024

Prod. Order No. L175937 Manufacturing date 28/11/2022

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% . <0.1%

Determination of content

Ceftriaxone sodium 95.0 - 105.0 % 99.6 %

Visible particles

Result Should be without visible particles Complies

Particulate matter

Subvisible particles >= 10 pm/vial <=6000 Part. 86 Part.

Subvisible particles >= 25 pm/vial <=600 Part. 1 Part.

Bacterial endotoxin test

Result 0.20 IU/mg < 0.0800 IU/mg

Sterility

Result Sterile Complies

Continue on page 4
QC Status:  Approved Date: (04/01/23 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 electranic 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.




| LABORATORIOREIG JOFRE, S.A e

?a CERTIFICATE OF ANALYSIS ikl

REIG JOFRE _ Order No. 0OC176964

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

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No. 801096 / 004 Pharmaceutical form Powder for solution for injection

Batch No. L175937 Expiry date 11/2024

Prod. Order No. L175937 Manufacturing date 28/11/2022

TESTS SPECIFICATION LIMITS RESULTS
Continued from page 3

QC Status:  Approved Date: (04/01/23 Signature: Inmaculada Davila Fernandez

QC Director

The name, sumame and position that are shown in the section for appraval 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.




LABORATORIO REIG JOFRE, S.A.

re! CERTIFICATE OF BATCH RELEASE
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. L175937 Quality Order No.: 0OC176964
Batch No. L175937 Expiration date 11/2024
Manufacturing date: 28/11/22 Manufactured Units: ' 106880 UN
PL Number 1156E

Released units | 106687 UN

Marketing Authorization 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.

Decision [ Approved |

Signature: Date:
Jose Miguel Garcia 05/01/2023

Final Batch Approval:
Deputy Qualified Person

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.
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