NABOPATOPIO PEIT }{O®PE, C.A. 2 ciuna 2024 11:22:26

CEPTU®DIKAT AHANIZY Cropinka 1
! idavila

NAVISION
REIG JOFRE

3amosnenua Ne 0C189508
Apyk Ne: 2
Byn. epema, 111, npomumcnoea 3oHa Tonego, 45007 (Tonepo), Icnaxia. Ten: +34 925 245 200 dakc: +34 925 245 012

Homep npogykry 801096 AJIBOBAK 1,0 r, nOpPOLWOK ANA iH ek

Mnax 3 akocTi Ne 801096/005 JlikapcbKa ¢popma: MOPOLIOK AN PO3YUHY ANA iH eKLil
Homep cepii L180797 [arta 3aKiHYeHHA TepMiHy NPMUAATHOCTI 10.2025

Homep 3amoBneHHA L180797 [arta eupobHMuUTBa 25.10.2023
TECT NIMITU CNELUGIKALLIT PESYNBTAT
Onuc

Burnag ynakoBKHM 3rigHo cTaHaapTy Bianosigae
Cepia Ha eTuKeTUj BkazaHui (Avs. pe3ynbTat

PesynbTat: L180794

TepmiH NpMAOATHOCTI Ha eTUKeTL
Pe3ynbTat: 10/2025

IHbOpMaUia Ha maTepianax

3oBHiwWHI BUrNAA
dnakoH
Mpobka
Kpuuwka

Mopowok

laeHTUdikauin
UedTtpuakcoH (I4)
LedTprakcoH (BEPX)

Hatpii

BKasaHui (2 poku)

3rigHo cTaHpapTy

10 mn
Cipa
3eneHa

Marnxe binvin abo »osTysaTinia
KPWUCTaniuHKUiA NOpoLoK, cnabo
rirpocKonivyHMniA

3rigHo cTaHpapTy
3riaHo cTaHAaapTy

AkicHa peakuin

HUXKYe)

(AuB. pesynbTar
HWKYe)

Bignosigae

Bignosigae
Bignosigae
Bianosigae

Bignosigae

Bianosigae
Bianosinae

Bianosipae

LW il

Craryc:  3atBeppikeHo

fara:  30.11.23 9:34

Mignwmc: \ lemskynage [Nasina d‘a‘e__,tl_r?,-aﬂg.ea
\fxpexTop Bigainy-ArogH
N Sc— T

IM'A, Npi3edwe Ta Nocana, WO BKazaHi B CeKuii ANA 3aTBEpAKEHHA LbOro cepTUdikaty Gynu BKasaHi 3a JONOMOTOH EJieR TEOHHOrO MIANKUCY, AKWI
BMKOPWCTOBYETHCA KOMN'IOTEPHOK CUCTEMOID NiANPUEMCTEA.

ENEeKTPOHHKWIA NIANKC EKBIBANEHTHWIA OPUIIHANBHOMY Ta NIATEEPAMKYE WINICHICTL Ta aBTOPCTBO LBOTO AOKYMEHTY.




NABOPATOPIO PEIT }KO®PE, C.A. 2 ciuna 2024 11:22:26

CEPTU®DIKAT AHANIZY CropiHka 2
idavila

NAVISION
REIG JOFRE 3amosnenns Ne OC189508
Apyk Ne: 2
Byn. epema, 111, npommcnoea 3oHa Tonego, 45007 (Tonepo), Icnaxia. Ten: +34 925 245 200 dakc: +34 925 245 012
Homep npopgykry 801096 AJIBOBAK 1,0 r, nOpPOLWOK ANA iH eKLif
Mnax 3 akocTi Ne 801096/005 JlikapcbKka ¢popma: MOPOLIOK AN PO3UYUHY ANA iH KLl
Homep cepii L180797 [ara 3aKiH4YeHHA TepMiHy NpUAATHOCTI 10.2025
Homep 3amoBneHHA L180797 Oata eupobHMuUTBa 25.10.2023
TECT JIMITU CNELUGIKALLIT PESYNBTAT

MpPOAOBKEHHA Ha CTOp.2

Onuc po3umHy

Mpo3opictb Mpo3opwuit Bignosigae
KonbopoBicTb 3abapeneHHA po3yuHy He Bulle Y5 abo BYS Bianosigae
pH

Pe3ynbTat 6,0-8,0 6,8

Bmicr Boau

PesynbTtar 8,0-11,0% 9,0 %

OfHOPIAHICTL A030BaHMX OAUHULLL

OpHopigHicTb AO30BaHWUX OAMHULD Jonyctume
uedTprakcoHy (MV) 3HAYeHHs
Lonyctume 3Ha4eHHs (AV) <15,0 3,6

cragia 1 (%)

CynposigHi AOMiLIKK

byab-AKa ineHTUdikoBaHa aomiwka <1,0% <0,1%
Bbyab-AKa HeineHTUdikoBaHa <1,0% <0,1%
AOMiLLKa

Cyma AoMmilLoK <4,0% <0,1%

KinbKkicHe BU3HAYeHHA
LledpTpraKcoHy HaTpiko 95,0 % a0 105,0 % 97,6 %
Buaumi yactkm

PesynbTat be3 BMAMMMUX MEXAHIYHMX BKAKOYEHb

/I
41

Cratyc:  3atBepgxeHo fara:  30.11.23 9:34 Mignuc: " lkmeiiyaaga Aasina Pepranges
\[#peKTop BiaAinyArac!

IM'A, Npi3edwe Ta Nocana, WO BKazaHi B Cekuii ANA 3aTBEpAMKEHHA LbOro cepTUdikaty Gynu BKasaHi 3a nonomoro‘i'o EIieR i'pcf'HHoro niANKCY, AKUIA

BMKOPWCTOBYETHCA KOMN'IOTEPHOK CUCTEMOID NiANPUEMCTEA.

ENEeKTPOHHWIA NIANKWC EKBIBANEHTHWIA OPUIIHAABHOMY Ta NIATEEPAMKYE WINICHICTL Ta aBTOPCTBO LBOTO AOKYMEHTY.




NABOPATOPIO PEIT }O®PE, C.A. 2 ciyHa 2024 11:22:26

CEPTU®DIKAT AHANIZY CropiHka 3
idavila

NAVISION
REIG JOFRE 3amosnenns Ne OC189508
Apyk Ne: 2
Byn. epema, 111, npommcnoea 3oHa Tonego, 45007 (Tonepo), Icnaxia. Ten: +34 925 245 200 dakc: +34 925 245 012
Homep npopgykry 801096 AJIBOBAK 1,0 r, nOpoLWOK ANA iH ek
Mnax 3 akocTi Ne 801096/005 JlikapcbKka ¢popma: MOPOLOK AN PO3UUHY ANA iH eKLil
Homep cepii L180797 [ara 3aKiH4YeHHA TepMiHy NPMUAATHOCTI 10.2025
Homep 3amoBneHHA L180797 Oata BupobHuuTBa 25.10.2023
TECT NIMITU CNELUGIKALLIT PESYNBTAT

MpoAOBKEeHH: Ha cTop.3

HeBuamMmi yacTim
Hesugumi yactku = 10 mkm/dnakon < 6000 yactok/dpnakoH 45 yactok/dnakoH

HeBugMmi yacTku 2 25 mkm/dnakod < 600 yacTok/dnakoH 0 yacTok/dnakoH

bakTepianbHi eHAOTOKCHUHN

Pe3ynbTaT < 0,20 EO/mr < 0,0800 EO/mr

CrepunbHicTb

PesynbTaTt Mae 6yt cTepunbHUM Bianosinae

Wil

Cratyc:  3aTeepmKeHo Aara:  30.11.23 9:34 Rignumc: " lkmaiynaga asina $eprianges
\[xpeKTop Biaainy-AragH
NG SN— T
Nt M
IM'A, Npi3edwe Ta Nocana, WO BKazaHi B Ceruii ANA 3aTBEPAMKEHHA LbOTO CepTUdiKaTy ByNKM BKa3aHi 33 AONOMOIOH EERTOHHOTO NIANKCY, AKUIA
BMKOPWCTOBYETHCA KOMN'IOTEPHOK CUCTEMOID NiANPUEMCTEA.

ENEeKTPOHHWIA NIANWC EKBIBANEHTHWIA OPUIIHANBHOMY Ta NIATEEPAMKYE LINICHICTL Ta aBTOPCTBO LBOTO AOKYMEHTY.




2 ciyna 2024 11:22:26
CEPTU®IKAT BUNYCKY CEPII Garcijoo

NAVISION
REIG JOFRE Opyk Ne: 2

w NNABOPATOPIO PEIT YXO®PE, C.A. Crop. 1

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

3aABHMK MICTPAN KENITAN MEHEOQXMEHT NT4
Mpoaykt 801096 A/IBOBAK 1,0 r, nOpoWwoK ans iH’eKLii
Homep 3amoBAeHHA L180797 Homep 3amoBneHHna 3 akocti  0C189508
Homep cepii L180797 [ata 3aKiHYeHHA TepMiHy 10.2025
npuaaTHocTi
[arta eupobHuuTBa 25.10.2023 BupobaeHO 0anHULUDL 36542 ognHULb
Niuensia No 1155E
BunyweHo oguHULb 36367 oanHULb

PeectpauiiiHe nocBiguenHa  UA/13141/01/01

Mpumitku:

Uum s niateepaxyto, WO BCi BMPOBGHMYI eTanu Uiel cepii roToBOro npoayKty OynuM BMKOHaHI B NOBHIi
BiANOBiAHOCTI A0 Bumor GMP €Esponeitcbkoro COK3y Ta A0 BMMOr PEECTPALIMHOrO A0CbE KpaiHw/KpaiH
NPU3HAYEHHS.

PileHHs | 3aTBEpAXKEHO |

Mignwuc: Aara:

OcraTouHe 3aTBepAMKEHHA BUNYCKY cepii:

2 Xoce Mirenb Mapcia 20.12.2023 18:02
3acTynHUK YNOBHOBAXeHOoi ocobu

Im’a, NpisBuLLE Ta NOCAA3, WO BKa3aHi B CEKUi 417 3aTBEPAKEHHA UbOro cepTudikaty Bynu BrasaHi 58 p.ont::-morom ‘."I°‘KT,J( H"TJI'O nignucy,
AKWI BUKOPWCTOBYETLCA KOMN' HOTEPHOK CUCTEMOHD NiANPHEMCTER. '\_~ ~—— /
ENeKTpOHHMIA NiANKMC EKBIBANEHTHUI OPUTiHALHOMY Ta NiATBEPAKYE LiNICHICTL Ta 8BTOPCTBO LbOT0 AOKYMEHTY, =



w LABORATORIO REIG JOFRE, S.A. e m‘;f’f
agarciag

CERTIFICATE OF ANALYSIS Bt

BEte Jorve OrderNo. OC189508

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. L180797 Expiry date 10/2025

Prod. Order No. L180797 Manufacturing date 25/10/2023

TESTS SPECIFICATION LIMITS RESULTS

Description

Appearance of packs/elements Same as standard Complies

Batch on label Indicate (See resuit below)

Result: L180797

Expiry on label Indicate (2 years) (See result below)

Result: 10/2025

Edition on the materials Same as standard Complies

Appearance

Vial 10 mi Complies

Stopper Grey Complies

Capsule Green Complies

Powder Almost white or yellowish, crystalline, Complies

slightly hygroscopic
Identification

ntinue on page 2

QC Status: Accepted

mmmuw»amw.mmmmmmaIMWmmmmm

Fernandez




m LABORATORIO REIG JOFRE, S.A. g
agarciag
CERTIFICATE OF ANALYSIS Sdaoel
REIG JOFRE Order No. OC189508
C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 Tanthee
Product No. 801096 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection
Batch No. L180797 Expiry date 10/2025
Prod. Order No. L180797 Manufacturing date 25/10/2023
TESTS SPECIFICATION LIMITS RESULTS
Continued from page 1
Ceftriaxone (IR) Same as standard Complies
Ceftriaxone (HPLC) Same as standard Complies
Sodium 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% 9.0%
Uniformity of dosage units (Mass Variation)
Uniformity of dosage units Ceftriaxone (MV) Acceptable
Acceptance Value (AV) stage 1 (%) <=15,0 . 36

QC Status:  Accepted Date: 30/11/23 9:34  Sign

The name, sumame and position that are shown in the section for approval of this certificale have been included using an
This electronic signature is equivalent to a handwritten signature, and the integrity and authorship of the same are guaranteed on this




QJ LABORATORIO REIG JOFRE, S.A. REss i
CERTIFICATE OF ANALYSIS N::;To':

REIG JOFRE OrderNo. OC189508

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

Product No. 801096 ALVOBAC 1.0g p. for injection

Quality Plan No.. 301095 f 005 Pharmaceutical form Powder for solution for injection

Batch No. L1 80797 Expiry date 1 0!'2025

Prod. Order No. L180797 Manufacturing date 25/10/2023

TESTS SPECIFICATION LIMITS RESULTS

Continued from page 2

Related substances (HPLC)

Single impurity known <=1.0% <0.1%

Single impurity unknown <=1.0% <01%

Total impurities <=4.0 % T 01%

Determination of content

Ceftriaxone sodium 95.0 - 105.0% 97.6 %

Visible particles

Result

Particulate matter
Subvisible particles >= 10 ym/vial

Subvisible particles >= 25 pym/vial

Bacterial endotoxin test

Result

Sterllity

Result

Should be without visible particles

<=6000 part/vial

<=600 part/vial

<=0.20 1U/mg

Sterile

Complies

45 part/vial

0 part/vial

<0.0800 IU/mg

Complies

QC Status: Accepted

Tl‘ulsalwh’oﬁcslmmals equivalent to a handwritten signature, and the htlgrﬂyandauMbofﬂnmemmntoodonﬁsML

Date: 30/11/23 9:34




m LABORATORIO REIG JOFRE, S.A. e g g
agarci

CERTIFICATE OF ANALYSIS NAVISION

TR IIre OrderNo. OC189508

C/ Jarama 111, Paligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 e o d

Product No. 801096 ALVOBAC 1.0g p. for injection

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

Batch No. L180797 Expiry date 10/2025

Prod. Order No. L180797 Manufacturing date 25/10/2023

TESTS SPECIFICATION LIMITS RESULTS

Continued from page 3
QC Status:  Accepted Date: 30/11/23 9:34 \p&% Fernandez

/‘“s

computer system.

Tﬂnmuﬂa!qndumnoqdvdmtw a handwritten signature, ammkmnyammﬁhmmmmuﬁm




LABORATORIO REIG JOFRE, S.A. oy

2. January 2024 11:22:26
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. L180797 Quality Order No.: 0C189508
Batch No. L180797 Expiration date 10/2025
Manufacturing date: 25/10/23 Manufactured Units: 36542 UN
PL Number " 1185E
Released units 36367 UN

Marketing Authorization No. UA/1 3141.101 /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 Markelting Authorization requirement (s)
of the destination country/countries.

Decision | Approved |

Deputy Qualified Person

Signature: 4
Final Batch Approval: ' Jose Miguel G4 :

The name, sumame and position that are shown in the section for approval of Ihis cerlificale have been included using an electr
This electronic signalure is equivalent to a handwritten signalure, and the integrity and authorship of the same are guaranieed



!

AEPKABHA CNYXBA 3 IIKAPCbBbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haaii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
! E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Nnpo SAKICThL BBe3eHOro B YKpainy Jikapcbkoro 3acoby

23.01.2024 Ne 2501/24/26

AJIBOBAK

(HaliMeHyBaHHS JiKapcLKOro 3acoby 3rijiHo 3 peccTpauifHMM NOCBIAMEHHAM)
NOPOIIOK /ISt PO3YHHY s iH'exuiii, mo 1 r, 1 ¢paakoH 3 MOPOIIKOM Y Navuii 3 KAPTOHY

(popma BHNyCKy, 103y BAHHA, BHI NAKyBaHHA Jikapcekoro 3acoby)

Homep peectpauifinoro nocsindenns UA/13141/01/01 crpok aii peectpauiiinoro noceiguents HeoOMexeHu

Cepis nikapcbkoro 3acoby Ne L.180797 KinbkicTs BBE3€HOTO Nikapchkoro 3acoby 36367
]
BupobHuk Jla6oparopio Peir XKodpe, C.A., Icnanis
(nafimenysanus pupobHmKa nikapeekoro 3acoby, kpaiHa NOXOMKEHHSA)
Beeseno B Vkpainy Tosapuctso 3 obmexenolo sinnosinansuicrio "bBYCT ®APMA",
inent. kox: 44107410

(nakiimenyBanns Ta ko 3a €JIPTIOY iopuanunoi ocobu abo npissxuie, im's, no GaTskosi
(hisuuHOT 0cOGH - MiANpHEMLL, TT MiCLIC NPOXHBAHHA Ta peecTpauliftnni HoMep o6itikoBol
KapTKH NAaTHWKA nojatkis aGo cepis Ta HoMep nacnopra)

IMpoTokon BisyansHoro koutpomo sia 23.01.2024 Ne 237/2.

3a pesynbTaTaMH JEPKABHOrO KOHTPO/IIO BCTRHOBIEHO, WO JIiKApChKMi

ci6 BBezeHo B VkpaiHy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA 1010 3a6e3neueH s AKOCTi Jlikape i

Muxkona XOJIOJJEHKO

(nianwuc) (iniuianu Ta npiseMiLe)




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.



AEPKABHA CJIY)XKBA 3 IIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npoe. Hanii Ceitnuunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BHCHOBOK
Npo SIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

16.12.2024 Ne 67901/24/26

AJIBOBAK

(HaliMenyBaHHA JikapchbKoro 3sacoby 3riHo 3 peecTpalifHUM NOCBIIYEHHAM)
NOPOINOK /UIsl pO3UHHY JIs iH'exuiii, no 1 r, 1 ¢1akoH 3 NOpomMKOM y navii 3 KAPTOHY

(dhopma BHmycKy, 103yBaHHA, BUI NaKyBaHHs JiKapchkoro 3acoby)
Howmep peectpauiitnoro nocsinuenns UA/13141/01/01 crpox nii peectpauiiiioro nocsinuenns HEOOMEKESHM I

Cepis nikapcbkoro 3acoly  Kinskicts BBe3eHOro Jikapchkoro 3acoby 7185

Ne L186180A

Bupo6HHK JlaGoparopio Peir XXodpe, C.A., Icnanis

(naiiMeny BanHs BupoGHHMKa NikapceKoro 3acoby, KpaiHa NoXomKeHHs)

BseseHo B Y kpaihy TOBAPUCTBO 3 OBMEXEHOIO BIIITOBIJIAJIBHICTIO "BYCT
DAPMA", inenr. kon: 44107410

(naiiMenyBanns Ta koa 3a €JIPTIOY ropuauunoi ocobu abo npissuiue, iM's, no Gatekosi disuunoi

ocobu - nianpuemus, ii Micue NpoXkHBaHHA Ta peecTpalifnuit Homep 06/1ikoBOT KAPTKH MIATHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

IpoTokoa Bizyansnoro kontpomo sin 28.11.2024 Ne 4140/2.

3a pesyNbTaTaMK AEpKABHOTO KOHTPOJIIO BCTAHOBJIEHO, 110 JlikapchKuii 3aci6 BBe3eHo B Ykpainy 3 JOTPHMAHHAM
BHMOT 3aKOHO/IABCTBA 111010 3a6e3neueHHs AKOCTI NiKapchbKuX 3acobis. 4

Wi HH G .

Muxkona XOJIOAEHKO

(nianuc) (iniuiany Ta Npi3BHIIE)




JIABOPATQPIO PEIT KODPE, C.A. CropiHKa 1

31 wosTHA 2024 18:28:36
| garcijoo
NAVISION

REIG JOFRE [ipyx Ne: 1

Byn. epema, 111, npomucnosa 3oHa Tonepno, 45007 (Tonepnoe), Icnauis. Ten.: +34 925 245 200 ®akc: +34 925 245 012

3anBHUK MICTPAJT KENITA/T MEHEOAXMEHT T4
Mpogykr 801096 AJIBOBAK 1,0 r, nopowok gna iH’ekuii
Homep 3samoBneHHA L187121 Homep 3amoBneHHA 3 AKOCTI 0Cc204227
Homep cepii L186180A JlaTa 3aKiHUeHHA TepMmiHy 08.2026
npuaaTHocTi
Jata supobHuurea 01.08.2024 Bupo6neHo oguHuLb 57304 ogmMHUUb
NiueHsia Ne 1155E
BunyuweHo oguHULb 57190 ogmHULb

PeectpaujiiiHe nocsigueHHa  UA/13141/01/01

MpumiTKu:

JIABOPATOPIO PEIT O®PE, C.A. 3 Homepom niueHsii Ha BupobHMLTBO 1155E Ta cepTndikatom GMP, akui
BiANOBiAa€E NpMHLMNAM i BKa3iBKamM HaseXKHOi BUpo BHMYOT NPaKTUKK, BUKNaAeHUM Y AMpeKTmBi
2003/94/EC ta Aupektusi 91/412/EC, nigTBe pAMKYeE, WO BULLLEBKa3aHa iHpopMaLlia € JOCTOBIPHOIO Ta
TouHo. LA naptia npogykty 6yna BUroTOBAEHA, BK/IKOYAKUY M NaKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI
Ha BMLLEe3a3Ha4YeHoMY Miclii B NOBHIi BignosigHocTi 4o Bumor GMP micuesoro perynaTopHoOro opraHy Ta fo
cneumdikalin y niueHsii Ha npogak KpaiHn-imnopTepa. 3anmcuK npo cepiiHy 0b6pobKy, NakyBaHHA Ta aHai3
6y/n nepeBipeHi Ta BU3HaHI TakMmMu, Wo sianosigawots GMP,

Kpaita npusHaueHHs: YKPAIHA

JNikapcbka dopma: MopoLloK ANA po3UMHY ANA iH eKLi

PiweHHA 3aTeepa)eHo

Mignuc: Jara:

OcTaTouHe 3aTBEPAKEHHSA BUMYCKY cepii:

= Xoce Mirenb Napcia 31.10.2024 18:26
3acTynHMK YNoBHOBaMeHoi ocobun

Im’A, Npi3BMLLE Ta Nocaga, WO BKa3aHi B CeKujl ANA 3aTBepaKeHHA Uboro cepTudikaTy BynKM BKasaHi 3a A0NOMOrol eneKTPoOHHOro
nianucy, AKWIA BUKOPMUCTOBYETLCA KOMN' KOTEPHOK CUCTEMOIO NiANPUEMCTBA.
ENeKTpOHHWIA Nianuc eKBiBaNeHTHUIM OpUriHaALHOMY Ta NMigTBEPAMYE LiNICHICTL Ta aBTOPCTBO LibOro JOKYMEHTY.



NABOPATOPIO PEIr HODPE, C.A. 31 xoBTHA 2024 13:18:26

CEPTU®IKAT AHANI3Y CropiHka 1
i & idavila
NAVISION
REIG JOFRE 3amoeneHHs Ne 0C204227
Opyk Ne: 2
ByAn. epema, 111, npomucnosa 3oHa Tonego, 45007 (Tonepnoe), lcnawis. Ten.: +34 925 245 200 ®akc: +34 925 245 012
Homep npogykTty 801096 AJIBOBAK 1,01, nopowok gnsa iH ekuii
MnaH 3 akocti Ne 801096/005 Jlikapcbka dpopma: MopPOLWOK ANA PO3YNHY ANd iH ERLN
Homep cepii L186180A JlaTta 3aKiHUeHHA TepMiHY NnpuaaTHOCTI 08.2026
Homep samoBneHHA L187121 Jata sBupobHuLTBa 01.08.2024
TECT NIMITU CNEUMDIKALLT PE3VY/IbTAT
Onuc
Burnag ynakosKm 3rigHo cTaHaapTy Bignosinae

Cepia Ha eTuKeTUj (ghrakoHa) BKazaHui
PesynbtaT: H186180A [186180

Midnuc 13.12.2024

(Aue. pesynbTaT
HUMKYE)

TepMiH NpUOATHOCTI Ha eTUKETL BrazaHuii (2 poku) (Aue. pesynbTaT

PesynbTaT: 08/2026 HUMKYE)

IHdopmaLia Ha maTepianax 3rigHo cTaHaapTy Bianosigae

30BHILWHIW BUTAAL

®nakoH 10 mn Bignosinae

Mpobka Cipa Bianosigae

Kpuwwka 3eneHa Bignosinae

MopowokK Maiike 6inmin 260 KOBTYBATUM KPUCTANIYHUIA Bianosigae
NopoLwoK, cnabo rirpockoniyHniA

|peHTUdiKalin

LedTpmarcoH (I14) 3rigHo cTaHaapTy Bianosigae

LledTpmakrcoH (BEPX) 3rigHo cTaHaapTy Bignosigae

HaTpin flkicHa peakuin Bignosinae

Onuc pos4ymnHy

Mpo3opictb Mpo3opwin Mpo3opicTb

KonboposicTb

3abapsneHHsA po3unHy He Buue Y5 abo BYS

Konboposictb

pH
Pesynbtar 6,0-8,0 6,6
MNpoaosMeHHA Ha cTop.2
Cratyc:  3aTBepAaKeHo fAata:  31.10.24 13:07 Mignuc:  |Hmakynaga [aeina ®epHaHges

DupekTop Bigainy AkocTi

ImM’'a, Npi3euviLe Ta Nocada, Lo BKa3aHi B ceKuil AnA 3aTBepAeHHA Uuboro cepTudikaTy Gynu Bra3aHi 3a 4ONOMOroK eNeKTPOHHOTO Nignucy, AKMK
BMKOPUCTOBYETHCA KOMM KOTE PHOID CUCTEMOIO NiANPHUEMCTBA.
EneKTpoHHWI NigNKUc eKBiBaNeHTHWI opuriHaZbHOMY Ta NiATBEPAXKYE LiNICHICTb Ta aBTOPCTBO LbOro JOKYMEHTY.




NABOPATOPIO PEII HODPE, C.A. 31 xoBTHA 2024 13:18:26

CEPTU®IKAT AHANI3Y CTopiHKa 2
idavila
NAVISION
3amosneHHA Ne 0C204227
Opyk Ne: 2
ByAn. epema, 111, npomucnosa 3oHa Tonego, 45007 (Tonepnoe), lcnawis. Ten.: +34 925 245 200 ®akc: +34 925 245 012
Homep npogykTty 801096 AJIBOBAK 1,01, nopowok gns iH ekuii
MnaH 3 akocti Ne 801096/005 Jlikapcbka dpopma: MoOpPOLWOK ANA PO3YNHY ANA iH ERLN
Homep cepii L186180A JlaTta 3aKiHUeHHA TepMiHY NnpuaaTHOCTI 08.2026
Homep samoBneHHA L187121 Jata sBupobHuLTBa 01.08.2024

MpopoBXKeHHs 3i CTOPIHKK 1
BmicTt Bogu (KP)
PesynbTaT 80-11,0% 8,8%
OpHopigHIcTb J030BaHUX OgUHULB

OAHOPIAHICTb A030BaHUX OAUHULb Lonyctume 3Ha4YeHHA
LedTprakcoHy (MV)

Jonyctume 3Ha4eHHA (AV) <15,0 2,6
cTagia 1 (%)

CynpoBgigHi gomiwku (BEPX)

Byab-aka igeHTUdIKOBaHa AOMILLIKA <1,0% <0,1%
Byab-AKa HeigeHTUdIKOBaHa AOMILLIKA <1,0% <0,1%
Cyma AomilLoK <4,0% <0,1%

KinbkicHe BU3HaueHHA

LlepTpraKcoHy HaTpito 95,0 % po 105,0 % 100,5 %

Bugumi yactiu

PesynbTtaT Bes BMAMMMX MEXaHIYHWUX BKKOYEHD Bianosigae
HesBuagumi yacTkmn

Hesuaumi yacTku = 10 MKM/dNaKkoH < 6000 YacToK/dnakoH 89 YacToK/dnakoH
HeBuauMi 4acTKU = 25 MKM/dNaKkoH < 600 4acTok/dnakoH 1 yacTKa/dnakoH
baKTtepianbHi eHQO0TOKCUHM

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

CTepuAbHIcTb

PesynbTaT Mae Byt cTepUNbHUM Bianosigae

Cratyc:  3aTBepAaKeHo fAata:  31.10.24 13:07 Mignuc:  |Hmakynaga [aeina ®epHaHges
DupekTop Bigainy AkocTi

ImM’'a, Npi3euviLe Ta Nocada, Lo BKa3aHi B ceKuil AnA 3aTBepAeHHA Uuboro cepTudikaTy Gynu Bra3aHi 3a 4ONOMOroK eNeKTPOHHOTO Nignucy, AKMK
BMKOPUCTOBYETHCA KOMM KOTE PHOID CUCTEMOIO NiANPHUEMCTBA.
EneKTpoHHWI NigNKUc eKBiBaNeHTHWI opuriHaZbHOMY Ta NiATBEPAXKYE LiNICHICTb Ta aBTOPCTBO LbOro JOKYMEHTY.




31. Oclober 2024 18:28:36

?_‘ LABORATORIO REIG JOFRE, SA. #ie W

CERTIFICATE OF BATCH RELEASE garcij00
. . NAVISION
REIG JOFRE _ Print No.: 1
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. L187121 Quality Order No.: 0C204227
Batch No. L1BG1§0A Expiration date 08/2026
Manufacturing date: 01/08/24 Manufactured Units: 57304 UN
PL Number 1155E
Released units 57190 UN

Marketing Authorization No. UA/13141/01/01

Remarks:

Laboratorio Reig Jofre, S.A. with number of manufacturing authorisation 1155E and certificate of GMP that complies with
principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC and Directive 91/412/EC
certifies that above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of

the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Destination country: UKRAINE

Pharmaceutical Form: Powder for solution for injection

Decision [. Approved |
Signature: Date:
Final Batch Approval: A ;
Deputy Qualified Person ’_Jgse Miguel Garcia 31/10/2024 18:26

The name, sumame and posilion thal are shown In the section for approval of this cerfificale have been included using an electronic signature with the company computer system.
This electronic signature is equivalent lo a handwrilten signature, and the integrity and aulhorship of the same are guaranteed on this document.



= D :18:
?! LABORATORIO REIG JOFRE, S.A. ki n
idavila
CERTIFICATE OF ANALYSIS Wk
REIG JOFRE Order No. 00204227
Cf Jarama 111, Poligono Industrial Toleda, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 e M
Product No. 801096 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096/ 005 Pharmaceutical form Powder for solution for injection
Batch No. L186180A Expiry date 08/2026
Prod. Order No. L187121 Manufacturing date 01/08/2024
TESTS SPECIFICATION LIMITS i RESULTS
Description
Appearance of packs/elements Same as slandard Complies
Batoh on label (v ;GL) . . Indicate (See result below)
Resuilt: L1&6‘t‘5ﬁ L 36 )'30 .
i @j 1551 g2y
Expiry on label Indicate (2 years) {See result below)
Result: 08/2026 ’
Edition on the materials Same as standard Complies
Appearance
Vial 10 ml Complies
Stopper Grey ; Complies
Capsule Green - , Complies
Powder Almost white or yellowish, crystalline, Complies
slightly hygroscopic
Identification

Continue on page 2

Date: 31/10/24 13:07 Signature: Inmaculada Davila Fernédndez
: 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 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. Wi
s : idavila
CERTIFICATE OF ANALYSIS i

REIG JOFRE OrderNo. OC204227

C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925245 012 EGat 4

Product No. 801096 ALVOBAC 1.0g p. for injection

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

Batch No. L186180A Expiry date 08/2026

Prod. Order No. L187121 Manufacturing date 01/08/2024

TESTS SPECIFICATION LIMITS RESULTS

Continued from page 1

Ceftriaxone (IR) Same as standarld Complies

Ceftriaxone (HPLC) - Same as standard Complies

Sodium Pasitive 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% 88%

Uniformity of dosage units (Mass Variation)

Uniformity of dosage units Ceftriaxone (MV) Acceptable
Valor Aceptacion (AV) Etapa 1 (%) <=15,0 26

Continue on page 3

QC Status: Accepted ‘Date: 31/10/24 13:07 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.




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

31. October 2024 13:18:26
'Page 3

idavila

NAVISION

SR OrderNo.  0C204227
G Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 P 2
Product No. 801096 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection
Batch No. L186180A  Expiry date 08/2026
Prod. Order No. L187121 Manufacturing date 01/08/2024
TESTS SPECIFICATION LIMITS RESULTS

Related substances (HPLC)

Single impurity known
Single impurity unknown

Total impurities

Determination of content

Ceftriaxone sodium

Visible particles

Result

Particulate matter
Subvisible particles >= 10 ym/vial

Subvisible particles >= 25 pm/vial

Bacterial endotoxin test

Result

Sterility

Result

<=1.0%
<=1.0%

<=4.0 %

95.0-105.0 %

Should be without visible particles

<=6000 part/vial

<=600 part/vial

<=0.20 IU/mg

Sterile

Continued from page 2

<01%
<0.1%

<0.1%

100.5 %

Complies

89 partfvial

1 part/vial

< 0.0800 IUimg

Complies

.Continue on page 4

QC Status: Accepted

QC Director

Date: 31/10/24 13:07 Signature: Inmaculada Davila Fernandez

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




'2,‘ LABORATORIO REIG JOFRE, S.A: el
idavila
CERTIFICATE OF ANALYSIS | e
REIDJOFSE ' OrderNo.  0C204227
C/ Jarama 111, Paligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 Vi
Product No. 801086 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection
Batch No. L186180A  Expiry date 08/2026
Prod. Order No. L187121 Manufacturing date 01/08/2024
TESTS SPECIFICATION LIMITS RESULTS
Continued from page 3
QC Status: Accepted Date: 31/10/24 13:07 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 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.




AEPXKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuuxoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKIiCTh BBE3€HOr0 B YKpaiHy JikapcbKoro 3acoby
10.03.2025 Ne 11822/25/26
AJIBOBAK

(HafiMenyBanng iikapchkoro 3acoBy 3riHO 3 peecTpalifiHUM NOCBRIAYEHHAM)
NOPOMIOK IS PO3UMHY ISl iH'€KUiii, mo 1 1, 1 ¢y1akoH 3 NopomkoM y nauui 3 KApTOHY
(dopma Bunycky, no3yBaHHs:, BUI NMAaKyBaHHA Nikapcbkoro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/13141/01/01 crpox nii peectpauiittoro noceinuerss HEOOMEKEHUH

Cepis nikapcskoro 3acoby Ne L187819 KinskicTs BBe3eHOTO Nikapchkoro 3acoby 29595

Bupo6Huk Jla6opatopio Peir Xodpe, C.A., Icnauis
(nalimeHyBaHHs BHpOOHMKa NiKapcLKOro 3acoby, KpaiHa MOXoMKeHHS)

BeeseHo B Vkpaity TosapucTso 3 06mexeno0 Binnosizaasnictio "BYCT ®APMA",
inen. kon: 44107410

(nHatimenyBanus Ta koa 3a €JIPTTIOY wopuanyHoi ocobu abo npissuile, iM'a, no GaTexosi
(hisnunoi ocobu - nianpuemus, i Micle NPOXHBaHHA Ta peecTpauiiunii Homep obnikosoi
KapTKW NiaTHUKa noaarkis abo cepis Ta HOMep macnopra)

Mpotokon Bisyansuoro koutposio gia 09.03.2025 Ne 726/01.10-25/3.

3a pesyiabTatamu [EpXKaBHOrO KOHTPOJIIO BCTAHOBNEHO, WIO Jikapchkuii 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSIM BUMOr 3aKOHOJaBCTBA WOA0 3abe3neueHHs aKkocTi nikapébkux 3acobis.

Muxkona XOJIOJJEHKO

(nminnuc) (iniuianu Ta npissuue)




NABOPATOPIO PEIr -KO®PE, C.A. CropiHka 1
20 rpygHa 2024 18:07:2

| garcijoo
g NAVISION
REIG JOFRE Lpy Ne: 1
Byn. epema, 111, npomucnosa 3oHa Tonego, 45007 (Tonepno), lcnauis. Ten.: +34 925 245 200 ®akc: +34 925 245 012
3aaBHUK MICTPAT KEMITAN MEHEOXMEHT NTA
Mpogykr 801096 AJIBOBAK 1,0 r, nopowok gna iH’ekuii
Homep 3samoBneHHA L187819 Homep 3amoBneHHA 3 AKOCTI 0C205854
Homep cepii L187819 JlaTa 3aKiHUeHHA TepMmiHy 11.2026
npuaaTHocTi
Jata supobHuurea 21.11.24 Bupo6neHo oguHuLb 60279 ogMHULb
NiueHsia Ne 1155E
BunyuweHo oguHULb 60100 ogMHULb

PeectpaujiiiHe nocsigueHHa  UA/13141/01/01

MpumiTKu:

Uum nigTeepayto, Wo Bci etann sMpobHMUTBA Uiei napTii rotoBoi NpoAykuii 6yan BMKOHaHI y MNOBHIi

BignosigHocTi go sBumor GMP €sponeitcokoro Cotosy. (*)

(*)CnpasxHim nigTeepAXyo, WO BKasaHa Bulle iHGopmallia € cnpaBXXHboto | ToYHoto. Lis napTis npoaykty
byna BupobneHa, BKAKOYAKOYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTIi Ha BULLEBKa3aHMX
MaiiaaH4YMKax y NoBHii signosigHocTi Ao sumor GMP micueBoro perywoo4oro opraHy Ta cneundikadii
Yy A03BONI Ha npogax KpaiHu-imnoprtepa. 3anuck 3 obpobku naprtii, ynakosku Ta aHanisy 6yau
pPO3rnAHYTI Ta BU3HaHI BignosigHumm GMP
KpaiHa-imnopTep: (YkpaiHa);

Cuna pii/akTusHicTb: 1 dnakoH mMicTUTb LedTpiaKCOH HATPilo, eKBiBaneHTHWI uedTpiakcoHy 1 r;
Po3mip Ta TMN ynakoBKKW: G1aKOH Y KAPTOHHIM ynaKkoBu,i
/nianuc/
07 ciyHa 2025

PiweHHA 3aTeepa)KeHo

Mignuc: Jara:

OcTaTouHe 3aTBEPAKEHHSA BUMYCKY cepii:

i Xoce Mirenb lNapcia 20.12.2024 18:06
3acTynHMK YNoBHOBaMeHoi ocobun

Im’A, Npi3BMLLE Ta Nocaga, WO BKa3aHi B CeKujl ANA 3aTBepaKeHHA Uboro cepTudikaTy BynKM BKasaHi 3a A0NOMOrol eneKTPoOHHOro
nianucy, AKWIA BUKOPMUCTOBYETLCA KOMN' KOTEPHOK CUCTEMOIO NiANPUEMCTBA.
ENeKTpOHHWIA Nianuc eKBiBaNeHTHUM OpUriHabHOMY Ta NiATBEPAMKYE LiNiCHICT Ta aBTOPCTBO L|bOro JOKYMEHTY.



NABOPATOPIO PEIr HODPE, C.A. 19 rpyaHa 2024 11:04:24

CEPTU®IKAT AHANI3Y CropiHka 1
i & idavila
NAVISION
REIG JOFRE 3amoenenns Ne 0C205854
Opyk Ne: 1
ByAn. epema, 111, npomucnosa 3oHa Tonego, 45007 (Tonepnoe), lcnawis. Ten.: +34 925 245 200 ®akc: +34 925 245 012
Homep npogykTty 801096 AJIBOBAK 1,01, nopowok gnsa iH ekuii
MnaH 3 akocti Ne 801096/005 Jlikapcbka dpopma: MopPOLWOK ANA PO3YNHY ANd iH ERLN
Homep cepii L187819 JlaTta 3aKiHUeHHA TepMiHY NnpuaaTHOCTI 11.2026
Homep samoBneHHA L187819 Jata sBupobHuLTBa 21.11.2024
TECT NIMITU CNEUMDIKALLT PESY/NbLTAT
Onwuc
Burnag ynakosKm 3rigHo cTaHaapTy Bignosinae
Cepifa Ha eTUKeTLI BrazaHwui (Aue. pesynbTaT
PesynbTtaTt: L187819 HUMKYE)
TepMiH NpWOATHOCTI Ha eTUKETL BrazaHuii (2 poku) (Aue. pesynbTaT
PesynbTaT: 11/2026 HUMKYE)
IHdopmauia Ha maTepianax 3rigHo cTaHaapTy Bianosigae

30BHILWHIN BUTAAL

®nakoH 10 mn Bignosinae
Mpobka Cipa Bianosigae
Kpuwwka 3eneHa Bignosinae
MopowokK Maitke 6innin abo KOBTYBATUA KPUCTANIYHUIA Bianosigae

NOpPOLWOK, cN1abo rirpockoni4yHMiA

laeHTUdiKalin

LedTpmarcoH (I14) 3rigHo cTaHaapTy Bianosigae
LledTpmarcoH (BEPX) 3rigHo cTaHaapTy Bianosigae
Hatpin flkicHa peakuin Bignosipae

Onuc pos4ymnHy

Mpo3opictb Mpo3opwin Bianosigae
KonboposicTb 3abapsneHHA po3umHy He Bue Y5 abo BYS Bianosigae
pH

Pesynbtar 6,0-8,0 6,9

MNpoaosMeHHA Ha cTop.2

Cratyc:  3aTBepAaKeHo farta: 19.12.24 11:04 Mignuc:  |Hmakynaga [aeina ®epHaHges
DupekTop Bigainy AkocTi

ImM’'a, Npi3euviLe Ta Nocada, Lo BKa3aHi B ceKuil AnA 3aTBepAeHHA Uuboro cepTudikaTy Gynu Bra3aHi 3a 4ONOMOroK eNeKTPOHHOTO Nignucy, AKMK
BMKOPUCTOBYETHCA KOMM HOTE PHOIKO CUCTEMOIO NiANPHUEMCTBA.
EneKTpoHHWI NigNKUc eKBiBaNeHTHWI opuriHaZbHOMY Ta NiATBEPAXKYE LiNICHICTb Ta aBTOPCTBO LbOro JOKYMEHTY.




NABOPATOPIO PEIr HODPE, C.A. 19 rpyaHa 2024 11:04:24

CEPTU®IKAT AHANI3Y p)
idavila
NAVISION
3amosneHHA Ne 0C205854
Opyk Ne: 1
ByAn. epema, 111, npomucnosa 3oHa Tonego, 45007 (Tonepnoe), lcnawis. Ten.: +34 925 245 200 ®akc: +34 925 245 012
Homep npogykTty 801096 AJIBOBAK 1,01, nopowok gns iH ekuii
MnaH 3 akocti Ne 801096/005 Jlikapcbka dpopma: MoOpPOLWOK ANA PO3YNHY ANA iH ERLN
Homep cepii L187819 JlaTta 3aKiHUeHHA TepMiHY NnpuaaTHOCTI 11.2026
Homep samoBneHHA L187819 Jata sBupobHuLTBa 21.11.2024

MpopoBXKeHHs 3i CTOPIHKK 1
BmicTt Bogu (KP)
PesynbTaT 80-11,0% 9,5%
OpHopigHicTb f030BaHUX OOUHULb

OAHOPIAHICTb A030BaHUX OAUHULb Lonyctume 3Ha4YeHHA
LedTprakcoHy (MV)

Jonyctume 3Ha4eHHA (AV) <15,0 1.3
cTagia 1 (%)

CynpoBgigHi gomiwku (BEPX)

Byab-aka igeHTUdIKOBaHa AOMILLIKA <1,0% <0,1%
Byab-AKa HeigeHTUdIKOBaHa AOMILLIKA <1,0% <0,1%
Cyma AomilLoK <4,0% <0,1%

KinbkicHe BU3HaueHHA

LlepTpraKcoHy HaTpito 95,0 % po 105,0 % 100,2 %

Bugumi yactiu

PesynbTtaT Bes BMAMMMX MEXaHIYHWUX BKKOYEHD Bianosigae
HesBuagumi yacTkmn

Hesuaumi yacTku = 10 MKM/dNaKkoH < 6000 YacToK/dnakoH 36 YacToK/dnakoH
HeBuauMi 4acTKU = 25 MKM/dNaKkoH < 600 4acTok/dnakoH 5 4acTka/¢pnaKkoH
baKTtepianbHi eHQO0TOKCUHM

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

CTepuAbHIcTb

PesynbTaT Mae Byt cTepUNbHUM Bianosigae

Cratyc:  3aTBepAaKeHo farta: 19.12.24 11:04 Mignuc:  |Hmakynaga [aeina ®epHaHges
DupekTop Bigainy AkocTi

ImM’'a, Npi3euviLe Ta Nocada, Lo BKa3aHi B ceKuil AnA 3aTBepAeHHA Uuboro cepTudikaTy Gynu Bra3aHi 3a 4ONOMOroK eNeKTPOHHOTO Nignucy, AKMK
BMKOPUCTOBYETHCA KOMM HOTE PHOIKO CUCTEMOIO NiANPHUEMCTBA.
EneKTpoHHWI NigNKUc eKBiBaNeHTHWI opuriHaZbHOMY Ta NiATBEPAXKYE LiNICHICTb Ta aBTOPCTBO LbOro JOKYMEHTY.




LABORATORIO REIG JOFRE, S.A. Page 1

20. December 2024 18:07:2
‘ CERTIFICATE OF BATCH RELEASE garcijoo
1 . NAVISION
REIG JOFRE Print No.: 1
C/ Jarama 111, Poligono Industrial Toleda, 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. L187819 Quality Order No.: 0C205854
Batch No. L187819 Expiration date 11/2026
Manufacturing date: 21/11/24 Manufactured Units: 60279 UN
PL Number 1155E
Released units i 60100 UN

Marketing Authorization No. UA/13141/01/01

Remarks:
I 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. C"")
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0 Eoll  (OHPLIALGE Wit THE thP NECUEH P TL OF THE (oL AEATYy
KO DT NOD WITH THECPECI PTATiokS 0 THE FIM KETING AGTHoRI Z A TioN)
0F 1THC IMATING cow2y. ThHe RATCH ﬂ’loca:(_owé(ﬁ&.cm GiE RO
AONLYSY NE(OLY WEAE REV(EWED hD  Founp ToRE (W CONPLIANGE WiTh G
IH oG (oo W - D URNW Y

JTENGTA[PoTeo T @ | iIN @UTOIAL CEFTHAYOVE S20i0 1 EG VALEST D
CEF TUIAXONE (¢

OVE WPAWATION L& AOTHER T'e ARO
M AL KEEW NAPUFALTOER, noua/E
HE ARSUE NEWTe WED SITECY)

~ N d 2
QACYNGE(i2E Ao TYPE A V(AL N & (ADSDODRL D PACK ﬂl"" .
Decision [ Approved I {,5}!_&,110[)0)-‘3
Signature: Date:
Final Batch Approval: ) 3 ]
Deputy Qualified Person ’_J:se Miguel Garcia 20/12/2024 18:06

The name, sumame and position that are shown in the section for approval of this cerlificate have been included using an electronic signalure with the company computer system.
This electronic signalure is equivalent to a handwrillen signalure, and lhe integrity and authorship of the same are guaranteed on this document.
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- ‘ LABORATORIO REIG JOFRE, S.A. e o
idavila
d CERTIFICATE OF ANALYSIS W e
REIG JOFRE Order No. 00205_854
Cf Jarama 111, Poligano Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 RSk
Product No. 801096 ALVOBAC 1.0g p. for injection
Quality Plan No. 801096 / 005 Pharmaceutical form Powder for solution for injection
Batch No. L187819 Expiry date 11/2026
Prod. Order No. L187819 Manufacturing date 21/11/2024
TESTS SPECIFICATION LIMITS RESULTS
Description
Appearance of packs/elemenls Same as standard Complies
Balch on label Indicate (See resull below)
Result: 1187819
Expiry on label Indicate (2 years) (See result below)
Result: 11/2026
Edition on lhe materials Same as standard Complies
Appearance
Vial 10 ml Complies
Slopper Grey Complies
Capsule Green Complies
Powder Almost white or yellowish, crystalline, Complies

slightly hygroscopic

Identification

Continue on page 2

QC Status: Accepted Date: 19/12/24 11:04 Signature: Inmaculada Davila Fernandez
QC Director

The name, sumame and posilion That ara shown in the section for appraval of this ceriificate have been Included using an eleclronic signature with the company computer system.
This electronic signalure is equivalent to a handwritten signalure, and the integrily and authorship of the same are guaranieed on lhis document.




LABORATORIO REIG JOFRE, S.A.

19. December 2024 11.04:24

'2! Page 2
idavila

CERTIFICATE OF ANALYSIS RSN

REIGJOFRE OrderNo. 0C205854

C/ Jarama 111, Poligono Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925245 200 Fax: +34 925 245 012 Fie]

Product No. 801096 ALVOBAC 1.0g p. for injection

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

Batch No. L187819 Expiry date 11/2026

Prod. Order No. L187819 Manufacturing date 21/11/2024

TESTS SPECIFICATION LIMITS RESULTS

Ceftriaxone (IR)

Ceflriaxone {(HPLC)

Sodium

Appearance of the solution

Clarity

Colour

pH

Resull

Water content (KF)

Result

Same as standard

Same as standard

Positive

Clear

Maximum Std. Y5 or BYS

6.0-80

B.0-11.0%

Uniformity of dosage units (Mass Variation)

Uniformily of dosage unils Ceftriaxone (MV)
Valor Aceplacion (AV) Etapa 1 (%)

<=15,0

Continued from page 1

Complies

Complies

Complies

Complies

Complies

6.9

95%

Acceptable
1.3

Continue on page 3

QC Status: Accepted

Date: 19/12/24 11:04 Signature: Inmaculada Davila Fernandez

The name, sumname and position that are shown in the section for approval of this cerlificate have been Included using an eleclronic signalure with the company computer system.

This electronic signature is equivalent to a handwrilien signalure, and the inlegrily and authorship of the same are guaranieed on this document.
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CERTIFICATE OF ANALYSIS NAVISION

REISIErE OrderNo.  0C205854

C/ Jarama 111, Poligona Indusinal Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245012 Ll

Product No. 801086 ALVOBAC 1.0g p. for injection

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

Batch No. L187819 Expiry date 11/2026

Prod. Order No. L187819 Manufacturing date 21/11/2024

TESTS SPECIFICATION LIMITS RESULTS

Continued from page 2

Related substances (HPLC)

Single impurily known <=1.0%
Single impurity unknown <=1.0%
Total impurities <=4.0%

Determination of content

Ceftriaxone sodium 95.0-105.0 %

Visible particles

Result Should be wilhout visible particles

Particulate matter
Subvisible parlicles >= 10 pm/vial <=6000 part/vial

Subvisible parlicles >= 25 pm/vial <=600 partivial

Bacterial endotoxin test

<0.1%
<0.1%

<01%

100.2 %

Complies

36 part/vial

5 parl/vial

Result <=0.20 1U/mg < 0,0800 1U/mg

Sterility

Result Sterile Complies
Continue on page 4

QC Status: Accepted Date: 19/12/24 11:04 Signature: Inmaculada Davila Fernandez

QC Director

The name, sumame and posilion that are shawn in the seclion for approval of this certificate have been included using an eleclronic signalure with the company compuler system.

This electronic signalure is equivalent to a handwritlen signature, and the integrity and aulhorship of the same are guaranleed on this documenl.
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CERTIFICATE OF ANALYSIS

Page 4
idavila

NAVISION
i OrderNo.  OC205854
C/ Jarama 111, Poligano Industrial Toledo, 45007 Toledo, Spain, Tel: +34 925 245 200 Fax: +34 925 245 012 Prift No.: 1

Product No. 801096 ALVOBAC 1.0g p. for injection

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

Batch No. L187819 Expiry date 11/2026

Prod. Order No. L187819 Manufacturing date 21/11/2024
TESTS SPECIFICATION LIMITS RESULTS

Continued from page 3

QC Status: Accepted Date: 19/12/24 11:04 Signature: Inmaculada Davila Fernandez

QC Director

The name, surname and posilion thal are shown in the seclion for approval of this certificale have been Included using an electronic signalure with the company compuler system.

This electranic signalure is equivalent lo a handwrilten signalure, and lhe inlegrily and aulhorship of the same are guaranieed on this document.
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