JNTEPKABHA CJYKBA 3 JIKAPCBKHX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii Ceitanusoi, 3, 02099, Tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
npo AKiCTh BBE3EHOro B YKpaiHy JiKapCcbKOro 3acody
26.11.2025 Ne 60286/25/26
HOP®EIIM

(HafiMeHyBaHHs Tikapcbkoro 3acoly 3riaHo 3 peecTpaliiHMM NOCBiAHCHHAM)
MOPOLIOK JJIsl PO34UHHY ISl in’exuiii, mo 1 r/0,5 r, 1 p1aKkon 3 MOPOLIKOM B KapTOHHIH
Kopooi
(hopma BUNyCKy, A03YBAHHSA, BUIL [TAKYBaHHA nikapcekoro 3acoby)

Homep peecTpauiifHOTO NOCBiA4eHHS UA/13969/01/01 crpok aii peecTpauifiHoro nocBin4eHHsa HEOOMEKEHUH
Cepis nikapcbkoro 3acoby Ne X5I11012A KinbKicTb BBE3eHOTO Nikapchkoro 3acoby 2916

BrpoGHuK Benyc Pemenic Jlimiten, Iais
(HaliMeHyBaHHA BUPOGHHKA nikapcekoro 3aco6y, KpaiHa MOXOIKEHHA )

Bse3eHo B YKpaiHy ChiibHe YKpPaTHCHK0-eCTOHChKE MIANPHEMCTBO ¥ dopmi
TOBAPHCTBA 3 00MEKEHOI0 pianosigaapnicTio "'OnTiMa-Papm,
JITA", inent. kon: 21642228

(HalfiMeHyBaHHs T2 KO 33 €JIPIOY wpuau4Hoi ocobu abo npizsuiLe, iM's, Mo BaTLKOBI
(pizuunoT ocobu - NiANpHEMIA, Ti MicLE NPOXKHBAHHA Ta peecTpauifnuii Homep obnikoBoi
KapTKY NaTHUKA noaatkie abo cepisl T4 HOMEp NacnopTa)

IMpoToKOoN Bi3yalbHOTO KOHTPOJIO Bill 04.11.2025 No 4132/01.10-25/5.
JlaGopaTopHHUil aHAI3 AKOCTI JliKapChKOro zacoby 3miCHEHHI:
JlaGopaTtopisi 3 KOHTPOJIIO SKOCTI JTiKapchKuXx 3aco0iB ToBapuCTBa 3 0OMEKEHOO

pimnopinansaicTio "JIIKMJIAB" (By 1. Hosropoa-CiBepcrKa, 6y.3, HEXKHUTIIOBE npuminieHas 92)
(HaliMeny BaHHS Ta MiCLE3HAXOKCHHA naboparopii, W10 Nposena naGoparopHuii aHani3 AKOCTi)

BHCHOBOK 10O SKOCTI Jikapckkoro 3acoby, BHAAHHH naGoparopieto Bin 25.11 2025 Ne 25-41

Pe3ynsraTH 1abOpaTOpPHOro aHanizy AKOCTi IKapCbKOTO 3aco0y 3a nepeBipeHHMH MOKa3HUKAMH BLANOBIIAKOTH

BMMOraM METOZIB KOHTPOJIO AKOCT (alsaniTwmo-ﬂopmamnuo’l' noKyMeHTauii).

3a pesynbTaTamu AEpPHKaBHOrO KOHTPO/IKO BCTAHOBIEHO, LI10 nin{ kuii 3aci6 BBezeHo B YKpaiHy 3
JOTPUMAaHHSM sumor 3aKOHOIABCTBA 00 3abe3neueHHs axocTi/fifkapcbkux 3acobiB.

(nianuc) (iniuianu Ta NpispuiLeE)

——
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[Brank Benyc Pemenic Jimitesa]

CEPTUDIKAT AHAJII3Y

Kpaina sipodiskat P Homep peceTpaudiinoro cepripiraty 8 Yrpaini: UA/13969/061/08
Kpaina iMnopry: YKPATHA wra pecerpaniiz 17.41.2014

Jlavra nepepecerpauii: 11,08.2025

Jara snwinacuns vepminy il pecerpaniis 6e3eTrpoKkeno

Hasna npoayry HOPOLIIM Homep naptii [SIAI012 B
AKTHBHUE (UrpedichT Ta Kiabkicrpiuehenis 1 e Tara supobunosa 9/2023 ]
{14 OILHHHILO A03VBAHIA cvapOaktanm 0.5 ¢ .
Dopya BUYCKY LOPOUIOK JUIS POTHIY AR Tt Itepwin npraariocti 13 \08/2027 J
no | 05 ¢ |
PO3MIP T THR YTIARABKI L aakon ¥ Kopoi Tara suaGopy 3pa3Kis 101710/2023 |
Homep cepii XSN012A . e anaiy . 13020238 . |
Posmip cepii 120150 yitaxonos Nel Hara Byeky 1571072028 —
Howmep ceprhiikatry sKocTi 13/25/013244 I'locHaants Ha Bryrpivns. dapy. CILA, Cap. Gapw,
rapyaroneio
ilieHis Ha sHPOSHILITBO MIB/05/204 Ceprengikar 054/2023/GMP !
pianopiatocti GMP i
[assa BupotIHKa Benye Pemenie Jlimimei Anpeci i1 Fon liayeTpian Tr, SbcapMaLkpl, J
PIP deits- | (Exeri), Baroai Kasan, Banaal,
vt Conan, Xisauat Cpagens 173203, fnais
—‘—L‘ww-- Teer Cheupdiatis [ ) PesycinTariy _—Hl
1 Onne (Bi3ywnio) aflike AG0 CHITIO-ZROBTH NOPOnINK NMaitaie Bl BOPOOK |
2 Jaenmgikaiia Uae  VIPHSYBDIA - OCHOBININ wikip nedenisty T {Hac yrpumysania OCHOBIMX nikik uedenisy T |
(Papm.CIHA <6213) fevanOaKTaMy Ha XPOMATOFPAM] BHIPOGY BAHOFO POTHLGTY lcyamBagtamy 1 XpoMarorpai BHHPOBYBAHOTO i
(1oBHsten A0IFATHER 3 HACOM YIPRMANIT ACHOBHIX nikis [poaunity 36iCACTEER 3 HACOM YIPUMAHiR OCHOBHUX |
pedenivy  Ta SyiblakTavy XpoararpaMi - {ikis wedienivy Ta cyanbaKTuMy Ha XpOMATOIPaM
CYALIAPTHOIO PO3UMILY. FANAAPTHOND PAHINY, - B
3 IBiAnosAeHII PO3NH [pn poastsenni B som am iresniii noswien [[po posHRNCHIE B BOAL A ORI YIBOPIOCTRCH |
(Dapy.CUIA <1>) yreoprasaries nposopiil, BLAGINT BE3 HEPOTURICIIN  [posopHit. WAL BLL HEPOBHITHERNN. YACTHNOK \
4 ACTHHOK POTHIH DO )
4 Mexanidni pranoacsins
b D3N SACTHIERY
Cop.hap. 2.9.20) \VEoT GYTH IPARTIIO BEACYTIN T1paK THYHO BLCY T
- blesiniv Hac Uik
(Cap.apy. 2.9.19) i
AL > 10 pm e Gianuie 6000 MacTimoK Ha ko 1O nac oK/
5. 2 25 pm {le Bismie GUD HACTHHOK (1A a0y 13 qacTiuku/Iaken
5 Ipi 10% M/ posuany 4.0 - 7.0 5.4
Bhaps.CHIA <7913)
6 |Bosa (Wapy.CILA <921>) He Srimine $% ws 1.7%
7 Daxrepiainii CHACTOKCHIK He Giasine 0,20 EQ/Nr Mernuie 0,20 EOMr
Qapy. CHIA <85>) | |
§ [Creprashicts Tlosnien Oy crepiianiong (MeTo semOpannot r‘,man;n,nuﬁ !
(WDupy. CLIA «<71>) s epantii) i
9 I0ABOPLAHICTS AOIORANHX lomnien nianosigari sisoras Gapy CUHIA <O§> !Bi:nmtu\i;x:u' wrnsora hapa.CITA <905
antustings (Papa. CLIA <905>) i L
10 Tlposepicts (10% m/o posani) PO slomtien 8y npasopie [Tposopil posat
Cop bDapm. 2.2.1) ;
11 [Cospoposicry (10% s/o posuun) - [Podian nasiien Gyin sadapsacnidt we TOTCIBEIIE, POSUIH  SA0APBICHIIT MeRI HITCHCIBHO. HiK
Cap.dapy. 2.2.2) ik ecraion Yy ierion Yo
12 Kyl 20MiLIK i
(Papm CLHA <06213)
) skl A nedreitiMy e Gunme 0.5% ile nuasacHo
) somitic B uedernisy ] le Gube 0.3% Fle pustpaciio
1) Gyib=aKa fHIIA AOMIDIKD {1e Guinine 0.5% 0.07%
| 1) CYMAUIOMILIOK » e Sianne 2.0% i0.38%
13 Kinekicne sivnianeniog
{(hapa. CLLIA <6212)
[legenisty 1361 90% 0 110% Bl sueIeiol Kiakkoert nederivy 102,3%

Cynukrany Bia 90% 510 110% Biz 3annackol kixbkoct cyasGakramy [101.4% .
KoMenTapi: BHaicsraaniii 3pasor cepii RAHOBLIAC HAACHHUM CTULAPTAM FROCT] 3O 3 BHVIPITILOI0 cneundiratlicn, Hapy. CUHIA. Cop. Dapy
[V souu aepirmins: 3Gepirarit iph reanepatypi ne simte 28 °C B OPHTHIALIL YHAROBIL B HCAOCTY (HOMY U aited Miclll.
fé-cpTutbiKauiu: «LlHM JacBiA4VIO. 0 HABCASHIL BHLLIC iH(opMaLLY ¢ COpaBHBLOIO i Tounow, Lg cepis np /14 BUIOTORICHE, BRAKOHAIOUN
WOAKOBKY/MAPRYRAINA, | KOHTPOAb AKOCT NPORCICIKIT 1A BIICIAIHAUCITAMY(IX) BUpoGHHHOMY(HX) MaiIvKy(ax) 8 (ORHET BIANOBIAIOCTY 4 ¢
ayvsorasit GMP ACHeniN peryisaropiis opranis ra i i COCIUHpIRAUICIO, BEABANOIO U pecepaLimony HOCHIAUCHIE AKAPELKOIO a0y
Kkpaitn-isoprepa ada 3 CHCLQIKALICI) AOCALLRYBANHOTO AIKAPCHEOIO Jacody. BupoGHHLTS0, YNUKOBKA 12 anaaiy Cepli 1CpLrIsHYIo Ta
SATHCTRSIO 1 BIABORLAHICTS BUMOTAN GMP»

AtaizoBaIo [ [lepenipetio i Yromeno i
Ine' st Missizes NN Manodaue Kysayr I s Padxc Pasa |
Tlocaza locana Cnapunti Kepigis [ocaia Crmapui Kepigius
[ Lizume/la Hizuse/ dara lionuci 13/10°2023 Tiusie/ flara Hlionuci 1371072025
Nevayy. 1yc I’%\.\é Tlewarka: [Benye Pencitic Jlimires, baaw TTeuarka. /Benye Peseme Jlmires bai!
Nepexa *mjﬂ?f\\ \\ dpcacrasunursa "Mini Xeackepe JNimiten” B Yipaini)
T'yGapg & oy sarictpa KB Ne 46023211, sujaannit 15.02.2014 (cneuianbuicrs "flepenaan’)
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Certificate of Analysis

Manufacturing Country: India Reg. Certificate in Ukraine: UA/ 13965/01/01
[Importing Country: Ukraine Date of Registration:17.11.2014
Date of Re registration: 11.08.2025

Date of expiry: Unlimited

Product name NORVEPIM Lot No. SIAIOLZ2
Active Ingredient and amount per | Cefepime 1.0 g Mfg. Date 09-2025
unit dose Sulbactam 0.5 g
Dosage form Powder for solution for injection ¥xp. Date 08-2027
12/0.5g,
Package size and type 1 vial per pack Sampling Date 01-10-2025
Batch No. XSII012A. Analysis Date 01-10-2025
Batch size 20150 packs Nel Release Date 15-10-2025
QC Appr.No. 13/25/013244 Pharmacopieal Ref. in-House, USP, EP
Manufacturing authorisation MB/05/204 Certificate of GMP 054/2025/GMP
Compliance
Narnge Venus Remedies Limited Address Hill Top Industrial Estate, Jharmajri, IZPIP
Phase-1(Extn.) Bhatoli Kalan, Baddi, Dist.
Solan, Himachal Pradesh 173205, India

S Na. Test Specification Results
1 {Deseription Off-white to pale yellow powder. Off - white powder
(Visual)
2 [Wenitication The retention Gme of cefepime and sulbactam in thejThe retention time of Cefepime and Sulbactany i

w chromatogram of test solution match with the
resention time of Gefepime and Sulbactam in the
cheommogrant of standard solution

(USP <621>) chromatogram of test solution should match with the
relertion Ume of cefepime and sulbactam in the
chromatogram of standard solution

3 [Reconstituted solution When constituted with water for injection, a clear and wWhen constituted with water for Injection, a clear
(USP <1>) particle free solution is formed and particle free solution is formed

4 Particulate matier
- Visible patticles Should be practically absent Practically absent

(1P 2.9.20)
- Sub-visible particles

(EP2.9.19)
19 particles /vial

Az 10 pm Not more than 6000 per vial L s o
3. %25 pm Net move than 600 per vial 3 particles fvial
5 Iptof 10 % wiv solution Fetweer 4.0 and 7.0 5.4
(<USP 791>)
6 | Waler Not more than 5.0% w/w 1.7%
(USP <921>)
7 |Bacterial Endotoxins Not more than 0.20 EU/mg Less than 0.20 Bu/mig
(USP <85>)
8 {Swviliuy Should he sterile (membrane filtration method) Sterile
(USP <712
9 |Uniformity of dosage upis Should comply with the requirements of USP <905> Complics as per USP <905>

(URE =a0h>)

51-52, Industrial Area, Phase- 1, Panchlula (Hry.) 51.52, Industrial Area, Phase-I, Panchkula (Hry.) 134113, India
134113, India Tel, : +01-172-2933000, 2933094, Fax : +91-172-2565566

% 4 : Unie-¥i
SCO 857, Cabin No. 10, 2nd Floor, NAC, Manimajra, FHI Top Industrial Bstate, Jharmajri B2, Phnae-], (FBxti),

Chandigarh (U.T.) 160101, Indio Bhatsh Kelan: BULITLY J 18205, indis
i st yen

Webhsite © www.venusremedics.com
www . vrarcindia.com U ¥ : ;
email ¢ info@venusremedies.com VIENLES PHARMA Cunbi “
> A HDAR CUSTONS

X AN 5 . AM Bahinhof 1-3, 13549308,
CIN No. : L24232CH1989PLCO0S705 Werne, Germuany

=




1) {CHariy ‘Il solution should be clear Clear sohution
(10% wiv solution)
{FP 2.2.1)
11 [Colutity Not more intensely coloured thag standard Y, Less intensive than standard ¥y
(10% w/v solution)
(EP2.2.2)
12 {Related Substances
(USP <621>)
a) Cefepime Related Compound A Not more than 0.5% Naot (}etor.zmd
5) Cefepine Related Gompound B Not more than 0.5% Nui. detected
¢) Any other impurity ot more than 0.5% D.E) 7%
d) Total Ipurities Mot more than 2.0% 0.38%
13 {Assay
LIS (<621>)
Celepinue Between 90.0% and 110.0% of labelled amouut of 102.3%
Cefepime.
Suibactam Betwern 90.0% and 110.0% of labelled amount of 101.4%
Sulbactam
Comments: The batch complies to the prosaibed standards of yuallty as per In-House, USP, EP specification.

Storage: store below 25 °C in the original package and keep out of the reach of children.

Cotlification statement; “1 hereby certify that the above informalion s authentic and accurate. This batch of product has been manufactured € i'nclmliug
packaging/labelling) and quality control has been caried out at the above mentioned manufacturing sites in full corpliance with the GMP requirements,
set by the focal Reguletory Authority, and with the specifications contained in the Markeiing Authorization of the Tmporting country. The baich

processing, packaging-sad-ayalyses records were reviewed ane Totid o be in compliance with the GMP”
Analysed By s ! Approveil By
i R {/ ;/.

, T RN o, Namao R T DA 2 evat
Name ™ Jryyus L0ty R e dey ST
Nusignation (;"f 5 \1\‘ Daesignation P it
Si;',n'.;xi{l'w}rf)ulir,u e Signamie/Date ,7

T el

51-52, Industrial Area, Phase- 1, Panchkula {Hry. 51-02, Industrial Area, Phase-l, Pancakula (kry.) 1o4 , India
51-52, Ind i Area, Pl , Il {Hry.) 51-52, Industrial A Pl 1, Panchkula (HMry.) 134113, Indi
134113, India Tel, + #91-172-20933090, 2933094, Fax : +91-172-2565566

23 ¥748.50 -

SCO 857, Cabin No. 10, 2nd Floor, NAC, Manimajra, [l Top Indusrial istate, Jharmojsi BPIP, Pise-t, (i,

Chandigarh (U.T.) 160101, India ol Joug, Baddt (1L, | 85205, Indin

Website ; www. venusremedies,com o
www, vimreindio.com U U “'”»{.i_, . [@ﬁﬁ AEB
exail @ info@venusremedies.com VIENUS PHARMA Gmbit N

AM Bahnhof 1-3, D-892365,
Werne, Germany

sl o o
INDIAH CUSTOMS

CIN No. @ L24232CH1989PLCOGI705



http://www.tcpdf.org

