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€BPOIERTA3 o CepTudgigar Ne: r ”C'Q“M .| Cropimiea 13 4_
BATCH CERTIFICATE
CEPTHIMIKAT HA CEPIIO
I -
Product name: | EUROCEFTAYZ License No.:
Hazga aponyruil: | EBPOIEDTAS Jlinensia Ne: GUI/DRUGS/G/28/1445

Pharmaceutical form:
Jlixapcbka hopma:

powder for injection
NOPOIOK Just in’exuii

Strength/potency:

Cuna gii/arTisHicTs:

1 vial contains Cefliriaxone sodiun equivalent to anhydrous Ceftriaxone 1060
mg and Tazobactam sodium equivalent to Tazobactam 125 mg

1 raron MicTuTs nedrrpuakcon HATDIFO exBiBanenTHO Gespoguomy
wehrpuareony 1000 mr ta Tazobakram HATPiI0 eKRiBAKEHTHO TasohaxTamy
125 mr

Size and type of | 1 vial with powder in a cardboard box with Ukrainian and English languages
packaging: | labelling
Posmip Ta Tun | 1 araxon 3 nopomkom B xopobui 3 RApTeHY 3 MADKYEAHHAM YRPEIHCLIKOT0 T2
DAKYBARHIT | agrniiicsRO0 MOBamm
Batcl? Nc:.: 3124039 Ba"tch size: [ oy 000 boxes
Cepin Ne: Posmip cepit: xopofox
Date of mannfacture: 02.2024 Expiry date: 61.2027
Hdara supofunurna; Tepm. apug.:
Regxsiratmn ce.rtrﬁcate: UA/12595/01/01 He'oﬁlyzemeﬂo 3| 17.07.2023

Peecrpauifive noceingenna: Unlimited from:

Manufacturer:

Bupo6uu:

Swiss Parenterals Lid., Unit H, Plot No. 402, 412-414 Kerala Industrial Estate,
GIDC, Near Bavla, Ahmedabad, Gujarat, 382220, Tndia

Caice Hapenrepans Jra., ¥0uir I, Yot 462, 412-414 Xepaaa Ingacrpian
Teretir, TIAC, Hiap Bagaa, Axmenaban, I'yioxapar, 382220, Tuzin

i : P i g '
Conclusion on a_:onﬁrmataon of GMF (?ertlﬂcate i\oﬁ.. 216/2023/C-41 da’m‘d H 12.04.2023
Bucnosox wono mATsepAmenHs ceprudirary HBIF Ne: Bim:
Analysis procedure results /
Pesyapraru nposegermis avagizy
No/ TEST/ | PROCEDURE/ ' - LIMITS/ - R RESULTS /-
Na TECT IPOCIXEIYPA L MEXI R 'PE3Y._TH>TA’_I’H o
1. 1 Description Pl White or almost white crystalline powder White crystalfine
powder
Omuc TL 1 Binuit abo wmalbxe 6imuit xpucTamiummi | Bimi KprcTanivHni
TIOPOITICK TIOPOIIOK
2. 1 Identificarion P.2.1MC, Retention time of the main peak of Comuli
Cefiriaxone USP <621> Ceflriaxone in chromatogram of samiple .. omples N
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SWISS PARENTERALS LIMIT

{WHO GNP & IS0 8001 : 2008 Cerfified Company ) '

Registered Oifice : 62, &1h Flnoy, Tilanium, Corporale Road, Praiadnagar, Ahmedsbag-28 015, Gii;m"al:dfj@f :

Phonz ; + 81782621815}
Unit 1
Unit 2

* E-mail; web-@swiscin + Websits s vow siss in « GIN Mo U85 1108J1997PLGIS 84 TN 24AACHESBsPIZZ

1508, 309 514, Kerala Indusiral Eslate, 10.C, Nr. Banla, Dist, Ahmzdabad » 282 223,

0lA,: 2 < V77é )
1402, 312414, Kerata tndysiial Eslate, G.LD.C., Nt Gavia, Dist. Ahmedabad - 382 220, Gujarat; (MDA %]_‘ [2/{/ Z) 0 f %
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EBPOLEDTA3 e Ceprugixar No: | MTVCI24 B Cropinka23s 4
No/ TEST/ - | PROCEDURE/ . . LIMITS/ - RESULTS/
Ne TECT 1 OPOIEAYPA S MIEXT _ - PEIVJIRTATH
solution preparesd for section “Assay.
Ceftriaxone” should correspond to that in
chromatogram of reference standard
- 1 solution (a) obtained within the same test.
Iﬁemmpilcauixx 1. 2.1 MK, Ila xpomaTorpomt srrpe6ypaioro POITAILY,
Legmpuarcon USP <621> OTpHMaNO] B posaini «Kinskicae
BUsHavierH. [Tedhrpuarcony, gac
YTPUMYBaHHS GCHOBHOTO Oixa Binmosigae
UeTPHAKCOHY MaE 56iraTica 3 vacom
YIPHMYBAHHYT OCHOBHOTO IHixa
uerprakcony na XpOMaTOTpami posTHHy
nopiedayug {a).
Tazobactam P.22MC, Retention time of the main peak of
USP <621> Tazobactam in chromatogram of sample
solution prepared for section “Assay. Complies
Tazobactam” should correspond to that in
chromatogram of reference standard
solution (a) obtained within the same tes.
TazoBannian IT. 2.2 MK, Ha xpomatorpami sunpoGysanoro
USP <62 1> PO3IYHHY, oTpHMaNo] B poanini «Kinskicae
BusHaveHHA. Tazobakramy, yac
YTPUMYBaHHA OCEOBHOIO TliKa Tasobaktany Rignosizae
Mae 30iraTues = yacon YTPHMYyBaHHA
OCHOBHOI'G TiKA Ta303aKTaMy Ha
XpOMATOTrDaMi POIYBHY HopipRARHA ().
3. | Average mass of P.3.MC 1313 mg+10% -
content ; 1313.2 mg
Cepeans vaca syieTy | IT. 3. MK 1313 Mr+ 10 % 13132 mr
4, | Uniformity of mass F. 4. MC, % 10.0 % of the average mass of content .
USP <9055, Complies
OxHopinxicTs Macu 1L 4. MK, + 10,0 % ria cepennsol maca amicTy \ \
USP <905>, Bipnogigae
3. | Uniformity of filling P 5MC The product must comrespond to the Compli
vial USP <905> requirements of USP <9055, omplies
Onuopinuicts 1. 5 MK Tipenapar mopunen BIIGOR{TATH BiMOTaM . .
DO3yBalHs Gnaxora USP <905 UUSP <905>, N i*'jrl'?“_;gnosmae
6. | Reconstituted solution | P. 6 MC, ‘The reconstituted solution shoutd wothe. - © f i
USP <> g S g:;);pphes

SWISS PARENTERALS LIMITED

(WHO GMP &150 9001 ; 2008 Certified Company }

sighificantly less transparent tharf difyrent and),

Registered Office 1 52, 6th Floar, Tilanium, Corpatale Rosad, Prahiadnagar, Ahmagabad-280 0 8, Guaral, INDIA,
+ Websita D wwvwawissin v OIN No: UESTIOB19SFPLO03 1245 « GST Nos 24RATCSCR0GP1ZZ
Industial Estale, GID.C, Nr. Bawla, Disl Atunedabad - 392 220, Gujarat, INDIAL
& Industrdat Eslate, )0 £, Mr. Bavlz, Dlst, Atmedabad - 382 232, Gujarat, INDIA,

Phorg : + 01-76-8529541 + E-mail; web@swize b
Unit 1 : 805, 509, 810, Keraly

Unlt2 1462, 412414, Kers)
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EUROCETTAZ - Cértificate No.: FP/C/24-031 Puge 3 of 4
.. €BPOLE®TA3 | - Ceprudgirar No: | 7 ! Cropinka3ad
Nof TEST/ PROCEDURT/ o LIMITS 7 RESULTS/
Ne TECT NPOLEAVPA o MEJKI _ ‘PE3YIIBTATH -
should not confain the visibla particulate
matter
ToTopuit posuu I1. 6 MK, Otpumannit poswin e roRUNer 6yTa
USP <> FHAYHO MCHLIT [PO3OPHM, HI POIIUHHMK, i Bi ,
Lopiren Oy Ti IPAKTIYIG BIALIINM nixg IATOBLAAC
BHIUMIX YACTHHOK
7. | Bacterial endotoxins P.7.MC, Not more than 0.20 USP endotoxin units per| <0.20 endotoxin
USP <85> mg. units per mg
Bakreplwisni I 7. MK, He 6iapme 0,20 USP enaoToKcHHOBAX <020
EHJIOTOKCHHK ISP <85> OHHHHIL Ha M. CHIOTOKCHHOBHY
OIHHMIEG Ha M
8. | Stenlity gsb; I;/;(IZ; The product should be sterile Complies
CreprnsuicTs gsf) ‘I(\;I‘I}(; Hpenapar noBuney Byu CTEPHILHEM Binnosizac
8. | Water comtent P.9MC, USP Not more than 11.0 % wiw
<921>, method 9.4 % wiw
1
Buier zoqyr T1. 9 MK, USP He diaewe 11,0 % miu 9.4 % Mint
<921>, meroxn 1
10, | Particulate matter P10 MC, 10 pm > 6000 / vial 10 pm: 461/ vial
USP <788> 25 pwn > 6004 / vial 25 pm: 07 / vial
Mexaniuni qacriy I1. 10 MK, 16 mxm > 6000 / hnaxon 10 aiem: 461 7 dhsraron
USPE <788 25 MM = 600 / diaxon 25 v 07 / darox
11. | Assay for: P. 11 MC At release: Dwuring shelf-ljfe:
~ Ceflriaxone 95105 % of label | 90 - 115 % of label 100.15 %
claim claim
— Tazobactam 95—105%of label | 90~ 115 % of [abel 99,48 %
claim claim
Kinsxicae euanavenny | IL 11 MK Tlpy Burrycxy: potaroM Tepminy
JUISE: TPHIATHOCTI:
- Uedirpuakcony 95 --103 % min 90115 % =ix 100,15 %
BRA38HOTO Ha EK23aHOTO Ha
eTUReTI( ETHKETI(
- Tazobaxramy 95 - 105 % grin 90 - 115 % sin
BKA3AHOIO Ha BRA3AHOr0 HA 99’ 48 %

SWISS PARENTERALS LIMITED

{ WHO GMP & IS0 5501 : 2008 Certified Cempany )

Registerad Dtfice 1 62, §ih

Phone ; + 91-70-8210141 « E-mail zwebd,
Unit 1 : 505, 829, 810, Kerala Indysi;

Unit 2 1402, 412414, Ke=als Industi

Ficorn, Titanivm, Corporate Road, Prabladng
s#issln « Wabsile t vy swise in +

G Abmedzoad-300 015 Gujaral, JMpas, - ¢ -
CIN No: UBS119GJ106TPLGNI 1SS «
i Eslate, GLO.C., Nr. Savlg, Dist Alinadabad - 382 220, Gufaral, INDIA.
3l Eslata. G.LD.C., Nr. Bavla, Dist. Ahjnedzbad - 382 229, Guiaral, (NDIA,
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EUROCEFTAZ SRR .+ Certificate No.: | . FP/CI24-031 Paged of 4
__EBPOLEQTAS e CRPTHGIRAT Mo T | Cropisiks 43 4
No/ TEST/ PROCEDURE/ | ~ +. - LIMITS/ 1 - RESULTS/
N TECT | IPOLUEOYPA L MEXT . | PE3YIBTATH
12. | Related substances P. 12 MC, Af release: During shelf-life:
Individual impurity: LISP <621> not more than 1.0% | not more than 1.0 % 0.26 %
Sum of impurities: not more than 2.0 % | net more than 5.0 % 032%
CynyTtui nomiuky IT. 12 MK, ITpH BHIYCKY: TTpoTarom TepMiHy
USP <621 TPYETHOCT
IHAuBigyaneHa goMimga: He Ginsme 1,0 % He 6inwie 1,0 % 0,26 %
Cyua jioMimor: He 6inpie 2,0 % He 6insie 5,0 % 0,32 %
Labelling: | Should correspond to the vegistered labelling. Complies
Mapicysauns:: | loewnmio pignosizatn sapeccTpopanoMy MapKySasHIO. Bigmosinae
Packaging: | Should correspond to the requirements of MQC. Complies
Haxygauus: | Hosuwro pignosipars sumvoran MICS. Binnosinae

T frereby certify ttat the above information is authentic and accurate. This batol of product fias been
maanfactured, including packaging/labelling and quality controt analysis, at tie above mentioned site in full
compliance with the GMP reguirements of the focal Regulatory Authority and with the specification available in
registration dossier. Protocols of hatch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. I hereby confirm that all production stages for this batch of finished product wore carvied ont
in full compliance witl the requirements specified in the current GMP guidelines approved by the Ministry of Health
af Ukraine.

Llus # 30eeiduyio, ko nusedena sue dopmaris € docmoeipreio ma monow. Ifio cepio RPODYEUIF BYRO
BUPOONECHO (8KAIOUAIOUH RUKYSARNA/ MAPRKYarHA) ma APORECEHO KOHMPORY ¥ AxocHi 1a suige3anadenii dinwrnyi
Y noguill sidnosidnocmi 3 aumozant GMP, semanosnennimu aticuesin DESYAAIMOPHUM OP2AHOM, d HUEKETIC
8i0ROGIONG 00 cReRREIKayis, wio Micrmumpcn ¢ peccmpaniinosty docse. Hpomoronn eupeinumea, RAKYBANNHA 1ia
WHORIZIE GYRO REPEAANPING MA GCMANosENe ¢i)nosidnicns GMP, Llust niomeepdomyio, mo eci supodnuyi cmadii
081 i€k cepii 20mogot npodyryii fyau 3diiicrent ¢ nosnii gidnoeidiecmi 3 SUMOZLMI, INTHAUSTILMY § YUHHIT
racmanoei 3 GMP, 3ameepdnceniii Minicmepemeaon oxoporu 3dapoe’s YVipaiuu.

Name and position of person responsible for the analysis: | Bansi Prajapati, QC Head
Hpiseuoie T2 focaga ocobi, o BiATOBINAE 32 aNaki3: | Samci Hpagwanari, Kepisnpe K53

Signature of person responsible for analysis: P g o
. . s . - - 2
Tignue ocodn, wo BigmoRinac sa apamis: / /Y oi{es{zo2k

Name 2nrd position of person responsible for bateh release: Rajesh Patel, QA Head
Hpisenuie Ta nocaxa ocofn, mwo signopigae 3a BHAyex cepil: | Papwcemn Daren, Kepipunx 351

Himie ocafu, 1o Bixnosinae za BHIyeK cepif:

Signature of person responsible for batch release: ( ard 05
‘J/@)?/e;\\@g\ !

Date of signature: ENTERS
Hara nignmcannn: 01.03.2024 md"
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SWISS PARENTERALS LIVITED

{ WHO GMP & IS0 9001 : 2008 Certified Gompany )

Reglslerad Office 1 62, 6tk Fleor, THanitim, Carporalz Read, Prabladnagar, Ahmedabad-36G 038, G'uia_radl. INDIA .
Fhong : + 31-78-28245181 « E-mad JwebBsuissin » 1 16 Jweny saiss in o CIN No.t UESHI0G1 SITPLCOSTIESE » G o.: 258
Unit1 : B0, 809, &40, Kesala Industral Estate, G.L0.C., Nr. Bavia, Dist, Alumedatiad - 252 220, Guiaral, O &

Unit2 1402, 412-444, Kerala Industdial Eslate, GID.G,, Nr. Bavlg, Dist. Ahmaedabad - 182 230, Gujaral, INDIA




