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JEPKIKCITYXBA ,
AEPKABHA CJIYVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTFPOJIIO 3A
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BUCHOBOK
Npo AKICTHL BBE3eHOro B YKkpainy JikapesKoro 3acoly
17.03.2021 Nz 12148/21/0411
TYJIKCOH

(HaliMeryBaHHA Niikapcbkoro 3acoby ar| imm 3 peecTpallifiHiM nocsiAuennaM)
NOPOLIOK AJIS IPUTrOTYBAHHS PO3UNHY A in'exniil; 1 duaxon 3 nopomxom B RAPTOHIIH
KopoGui

(opuma BUIIYCKY, A0IYBAHHA, BUA MaKYBaHHA NiKapcekoro 3acoly)

HoMep peectpauiifHoro nocpifuenHs UA/; 12534/01/01 crpok nii peectpauiiinoro mocsimwenus 01.01.2099

Cepis nikapeskoro sacoty Ne 3120174 KinekicTs neesenoro nikapeskoro sacofy 50000
Bupofunk Csice [lapentepans Jtn., [unis
(HafnMeHysanns BEPOGRUKA NiKapCEKOro 3acoby, KpaiHa NOX0AXKCIIHA)
Bgeseno B Ykpainy Tosapucrso 3 o6meskenolo sianosinansuicrio "TJIH Yxpaina", igent.
xom: 39476430

(Haﬁ\t(‘:H)r’BﬂHHﬂ Ta kox 3a CJIPTIOY iopuanyuol ocobk abo npissuue, iM'a, no fartekosi diznuiol
ocofu - mignpueMuy, T Micue MpOKABAHAA T2 peecrpauifnnit Hosmep oﬁmxeam KAPTKM [UIATHHKE
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TULIP LAB PRIVATE LIMITED

TYZUT IAB NPARBIT IMITES
215, Anand Raj industrial Estate, Off L.B.S. Marg, Bhandup {west} Mumbal — 400 078, indls
215, Ananp Pagm Inpyerplan Ecreiiy o4 A.5.C, Mapr, Exongya {B), Mymbaii - 400 078, Ingir

Product Name: TULIXONE

Mperiapar: TYAIKCOH AR, Ne: FPf20-201
Country of origin: india

paiua supofinus lugnin

Registration certificate Ne:
Homep pecerpauiiinero nocaiguesma:

UA/12534/01/01 valid indefinitely
WA/12534/01/01, ple Beacrpoxose

iActive substances:
LAToME peyoBmiu:

Ceftriaxone I g

Sulbactam 500 mg for Ingection

UedTpiakcou Hatpio, exelpanenTio yedTpuaKconry 1 r
CynbBakram vaTpli, exsisaneHTia cyneBanramy 500 mr

Expiration date:
}laTa sarinveHHA CTpory npraaTHOCTE:

Dosage form: Powder for preparation of solution for injectioninavial Ne1
Ulikagcbka popmar TOPOUIOK ANA ADMIOTYBAHMA POIUHHY A7R I exuii Ne 1 ¥ $naroul
Size and type of packaging: 1 vial with powder in a carton box marked on the Ukrainian language
Poamip 7a Tn nakysanms: 1 raKOH 3 BOPOLIKOM B KAPTOHHIN KOPOBUT 3 MADHYBARHAM YHPITHCLKOWY MOBOID
Batch Ne: 3120173 '
Cepin No:
Batch size: 50850 packagesf/yranosor
Poamip cepi:
Date of manufacture: 1z/2020
5aTa eHpobHMLTear
11/2022

Neme, address, and license number of
plats of preducing and quality controi:
Haiimenysanna, micyesHaxoLReHHA T2
Homeps nlyexail scix ginokuyy 3
Pupeﬁxuqrea Td HOKTPOAIC RKOCTE

Swiss Parenterals Ltd.

License number: G/28/1446 {Form 28}

Ceicc Napedrepans Mg,

HOHIT I, NAoT 402, 412-414 Kepana IHgactpian lcredty,
Homep nlyensii: G/28/1446 (dopma 28)

Unit 11, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Davla, Ahmedabad, Gujarat, 382220, Indiz

TIAC, Hiap Bagaa, Axmenabag, Typwapar, 382220, Iugla

UKR Certificate of GMP compliance :
Cepwmdlkar sianosignocr sumoram
HANEHHOT BUROTHMYOT npaKtiKm:

ne 298/2020/C-600 valid ¥l 31.12,2021
MNe 298/2020/C-660 aie go 31.12.2021 p.

PeaynbraTi ananisis
Analysis results

(Cpantuna macca
COACRUMOrD gidkoHa

FloxasHus Bumoru cneymdirauil Pesynbratd lcamty
indicator Reguirements Results
1 2 3
L. Description \White ar off white powder, Off white pawder
Onuncaune Beabii Haw noyts Gensiii nopowox. Moyt Genwifl nopowok
2. [dentification A. The times of principal peaks retention in the chromatogram of the test solution Complias
AneHrnduxaymn: should comply with the peak ratention times of Sulbactam and Ceftriaxone in the COOTBETCTRYET
chromatogram of a standard solution.
Bpemena yaepMEaHIA OCHOBHBIX NHXOB Ha APOMATOrPAMME WIOLITYEMOI G
PACTS0Pa A0AKHA COOYBETCTEORATL BPEMEHAM YACDMMBAHKE NHKOR cyasBanTama u
HedIPUAKCOKa H3 XPOMATOTPaMMe CT2HAALTHOTC PACTROPS.
B.The drug must typicslly react with sedium, Complies
Mpenapar AoMKEN A3BATE XAPIKTRPHYIO PEANEMIO HA_ HATGHE. Cootserceyer
3. Sclution transparency It must be transparent IComplies
Npospaukocs pacteopa Lonmen GoiTb APOZRaYHDIM. Cooteerceyer
4, Qptical density (Colouration of g"ts':‘" : ;h;g o.8e 0.041
olution) B Ronsel,
Gﬁmqgmau NADTHOCTL
{Usetiacts pactaopa)
_ _, ' 175g£5% 1.71126 g/ vial
5. Average weight of the vial contents 175045 % 1,71126 1/ dnakon

6. Deviations from an average weight of
the vial contents

RADHERWA OY CpeaHeR matcns
ICOREPKKMOTO PakOHa

Not more than two individual weights may deviate fram an average welght of the vial
by $10 % at the most, and none of the individual weights may deviate froman
average weight of the vial more than by +20%,

He Gonee 2-x MHANBHAYANLHLIX MACE MATYT OTRACHATHCR OT CpegHai maccsl
CORepumMoTe $nakona He Sonee, uem Ha £ 10% 4 Hu OAKA HE MOMET OTKACHATLCA
Bonee, vem va  20%.

Complies
Coorsercayer

VY é/f«} 101 208y




; .. Uniformity of Dosage'l?nits

ORHOPOAHOCTE AOIMPOBIHHBIX EAMHMEE

Sulbactam Sodium equivalent to
{Sulbactam
CynoBasram HaTpua 3xe,

Ceftriaxone Sodium equivaient to AV 5 15 3.00
Ceftriaxone
LiedrpuaKcom HaTpKA sKa.
LiedrpHakcany
AVsgis 7.97

Cynvlianramy

3. Bacterial Endotoxins

Not more than 0.20 USP Endotoxin Units per mg

Less than 0.20 USP £ndotoxin Units

Sulbactam Sodium equivalent to
Sufbactam

CynuGaxram uatphna axs,
Cynpbakramy

He onee wem 0.20 USP 3HQ0TOKCHHOD bix AAUHHL B MT permg
Sanrepuanbume 3HAOTOXCHHDE Menes 0,20 usp SHAOTORCHHOBbIX
EAHHRY B mr
9, Sterility it must be sterlie, Sterile
CTeprAbHOCTS Llonren 6eime crepunnHbim, CrapHabso
10. pH of Solution S.5-7.0 6,62
pH pacTBopa
1. Mechanical inclusions It must comply with the reguirements made to the parenteral drugs as regards Comnplles
Mexasuietkue mechanical Inclusions for the small volumes CooTeercrayer
BrawqeHms Lonen BuigepmmuBaTy Tpabosanns K fEpEHTEPAALHDIM NpeNapatam Ha
MEXTHHHECKUE BRAIOYEHHA ANA Manbix ofuemon,
12. Water Not more than 11.0% 8,48%
Bopna He 6onee 11,0 %
WAmount of individual impurity ;
13. Accompanylng Impurities No more than 1.'0% _ Absent
Conyrersyiowue nprmeck Sum of impurftre_s: No more than 4.0% Chroyterayer
ukdugudyeasrol npumecy - we Goaee 1,0%
cymme npumecel] — we Gonee 4,0%
14, Quantitative determination
Konwuwectsennoe onpefencnue:
Ceftrlaxone Sodium equivalent to in the time of release: 95.0% -165.0% of declared qyantity _ 101.52%
Ceftriaxone (Tpu gomycke: 95,0 % - 105,0 % om arenesozo KOAuyermaa
Uedrpuanton warpus sks, Ducing the shelf life: 90,0 % - 110,0 % of deciared gquontity
Hedrpuancony B mevesue cooky 203k0emu; 90,0 % - 110,0 % om unanesiozo konuvecmad
In the time of release: 95.0% -105.0% of declared quantlty 100.45%

(lpu sowycre: 55,0 % - 105,0 % om sonsneunozo Kopusecmen

During the sheif life: 90,0 % - 110,0 % of declared quontity
B meuenue cpona 200Heemu: 90,0 % - 11 0,0 % om 3arasesnD20 Konuvermaa

Remarks : In opinion of under sign above material complies with Specification.
3aKnoueHAn: glanorigee sumoram cneyMbikayii.

Cartification Declaration: “it s hereby certified that the Information given above Is true and accurate.

This product series was manufactured {inctuding its packing and
miarking) and quality control was performead at the above facifitfes In fulf compliance with the manufacturing practice and quality control of medicinal products, as walt
Las with the specification contained in the Master File of Ukralne, Manufacturing and analysis protocols were considered, and torrespondence with the manufacturing
practice and quality contro! of medicinal products was ascertained”.

32482 npo ceprudixauiio: "Uwm niateepamyro, wo HaseAeHa amue indopmauia € gocrosipHoto | Touxos. U cepia npoaykylf 6yna Brupobnens (Braovacun YRAHOBKY
L? MapRyeaHHa) | nposegeruil kouTpors T akocr Ha Bruesrapanld alranyl e noswli slgnoslamocr 3 npasuramn BHPoBHKYTEa | KonTRO MO AKOCT AIHBPCHHUX

acofils, a rakowm v Blanoeighoc 3l cneymndixanieq, wo micrrses 8 Pegctpauitnomy aocve Yrpaiim, MpoTokonU 8upoBrHMLTea Ta npaseAenHn ananiia posrmanyr |
[ycraHosienso signosiauicrs npassram 8upobinLTea 1 KORTPONK AHOCT miKapcoknx aacoBis".

Post Narme

Signature Date
MNocaga Wm'n Mlann: Hara
Pranared b QC Chemist
teparec by: DIpMALEST Siaainy HORTPOAK fanati
Avants nigroryane: [ mfucz-]i% BALRY PO IMayur Prajapati C&M 21.12.2020
QC Chemist
Checked by: Gapmayest sigainy & : i
OHTROMO - 1
icails mpowis: 3 g:ocr? lRAIRY P Pocfa Rathod (f%,«—*" 21.12.2020
; QC Manager
Arproved by RoHTRO/ep BlALiAY HoTpONIo 3
'Axanl’s 3arsepgue: akocr! _ ‘Alpesh Sanara M 21.12.2020

Date of Release:
ata srnycay:

b2UR0 p.- Alpesh Sonara W




TULIP LAB PRIVATE LIMITED
TYAIN NAB MPARBIT AIMITEA

¥ 215, Anand Raj Industrial Estate, OF L.B.5. Marg, Bhandup {west} Mumbai — 400 078, india
? 215, Auang Pagx Inaycrpias Ecreir odd 1.6.C. Mapr, Exasayn {8), MymGaid - 400 078, lugin
Praduct Name: [FULIXONE )
Mpenagar: [TYAUKCOH AR, Re: FP/20-202
Country of arlgin: India
KpaTa Brpobun: hipia
[Registration certificate Ne: UA/12534/01/01 valid indefinitely

Homep peectpalilinoro noceiguenns:

UA/12534/01/01, nie Bescrporono

Active substances:
Niioul peyobun

Ceftriaxone 1 g

Sulbactarm 500 mg for Ingection

LedTplancon uarpin, exsisanentio yedTpUaKcony 1r
CynuBaiuram HaTphio, eKBIRAACHTHO cynsbanramy 500 mr

Expiration date:
laTza 3arideHRA CTPOKY NpUARTHoCTI:

Dosage form: Powder for preparation of solution for injection in a vial Ne 1
Nikapcbka Gopmar NOPOLIOK QAR NPUTOTYBAKHA PO3UKHY 4R [HERUIR Ne 1 v bnanon
Size and type of packaging: 1 vial with powderina carton box marked on the Ukralnian language
]ﬁwwxlp T3 THI NARYBAHHAL 1 GAAKOH 5 NOPOWIKOM B KapTeRHIN KOPOBUT 3 MEPHYBAHHM YRPATHCEKOD MOBOK
|gatch Ne: 3120174
[Cepia Ne:
Batch size ! 50850 packages/ynaxosok
Posmip cepil;
Date of manufacture: 12/202¢
373 BHPOBHHLTEA:
11/2032

ame, address, and license number of

ots of producing and quality control:

aliMEHYR3HHA, MICLEIHAXDMREHHS Ta
mepk aAlijeHsi® acix alabHKL 3

Swiss Parenterals Lid.

Unit [, Plot No. 402, 412-414 Karala Industrial Estate, G, Near Bavia, Ahmedabad,
License nurber: G/28/1446 (Form 28)

Csicc Rapenrepans firg,

Gujarat, 382220, India

UPOBHULTER T2 HORTPORIG AKOCTI FOHIT 1l Aot 402, 412-414 Kepans Ingacepian lcvedir, NIAC, Hiap Basna, Axmepatag, Tyamapar, 382220, Ingis
Howmep niuexsii: G/28/1446 [dopma 28}
UKR Certificate of GMP compliznce ! Ne 298/2020/C-600 valid tili 31,12,2021
Ceprudinar signosigHocti aumoram Ne 298/2020/C-600 gie go 31.12.2021 p.
HAASWHOT BHPOBHWIOT npaxTUKH:
Pesyabtartd auanisis
Analysis resuits
flokaanuk. Bumord cneundikauif Pesyapram icnuty
Indicator Requirements Resuits
1 2 3
1. Description Whita or off white powder. OFf white powder
Onucanue Benuti nnM royTy Bessiv nopowox, MoyTH Senvtét nopouwok
2. identification A, The times of principal peaks retention in the chromatogram of the testsolution Comiplies
Hnertudukauua: should comply with the peak retention times of Suibactam and Ceftriaxane in the CoorpercTayer
chromatogram of a standard sclution.
Bpemesa yAMKvBAHIA DCHOBKBIX NUKOB HA XPOMATOrPAMME MCITHITYEMOTO
PaLT80P3 A0AMHO COCTERTCTBOBATL BReMEHAM YACPMUBEHHA NYKOB cyabbakTama u
uedTPHANCOHa Ha XpOMATOrpamme CTaHAAPTHOrO PACTEOPA.
B.The drug must typically react with sodium. Complies
Mpenapar qunxen Sasars XaPaKTePHYIO PEARUMIO Ha HaTpkA, Cootaetceyer
3. Solution transparency It must be transparent Complies
fipo3paunocTs pacreopa Nlonwen Buite npoapavHuim. Cooraerceyer
4., Optical denslty {Colouration of Not more than 0.80 o028
Isofution} He Sonee 0,80
OnrHuecHan anoTHeCTS
{L{seTroCTs pacTaopa)
1.75g%5% 1.68605 g/ vial
5. Average weight of the vial contents 175025 % ) 68605 r?}ﬁﬁ?‘f -
Cpepsing macca -
{copapusare GAaKoRa

6. Deviations from an average welght of
the vial contents

OTkAOREH®A AT cpegyed Maccy
COREPMUMOro GAaR0OHa

Not more than two individual welghts may deviate from an average weight of the vial
by £10 % at the most, and none of the individual welghts may devlate from an
average weight of the vial more than by £20%,

He 6on1ee 2-x MHAWBKZYANLHEIK MACT MOTYT OTHAGHATHLA OT CPEAHEH Macchi

cosepMnmoro $askona He Bonee, yem Ha t 10% u upM 0N HEé MOKET OTRACHATRER
Bonee, vem Ha £ 20%. y

7. Uniformity of ﬁdsage Units

OAHGPOAHOCTE AO3UPOBAHHEIX BAMHKL:

bb ot g TPV
L0 2 Sk




Sulbactam
CynsBaKram Hatpvr ska.
CynvBaxramy

Ceftriaxone Sodium equivalent to AV 515 4.50
Ceftriaxone

3o TPHIKCOH HAaTPUA 3KE.

Ledrrpuskeony

Sulbactam Sodium equivalent to AV =15 4.55

8. Bacterial Endotoxins

Not more than 0.2 USP Endotoxin Units per mg

Less than 0.20 USP  Endotoxin Units

Sulbactam
CynuBarram Hatpua axs,
Cynsbarramy

Mpu soinycre: 95,0 % - 105,0 % om 30R8AEHH020 Rontyecmsa

BaKTepranbHble IHAOTORCHH B He Gosee vem 0.20 USP 3HAOTOKCHHOBLIX BGHAKL, B MP per mg
Menee 0.20 USP angotorcHHOsbIX
BAMHKL, B 24
9. Sterility It must he sterile, Sterile
CrepuasHocTs ZomxeH BuITh CTepuieHbIM, CrepunbHo
10, pH of Solution 5.5-7.0 6.62
rH pacrsopa .
11, Mechanical inclusions it must comply with the requirements made to the parenteral drugs as regards Complies
MexaHryecHne mechanical inclusions for the small velumes Couteercrayer
BRMOMBHKA [RonReH sl AeDHHBaTH TPeb0BakNA ¥ NapEHTEPaNbHLIM NPENapaTam Ha
: MEX2HHUECHHE BKAIONEHMA ANA MANBIX OB hemos.
12, Water Not more than 11.0% 6.52%
Bopa N He Gonee 11,0 %
13. Accompanying Impurities Amount of Individual impurity ; Ahsent
ConyTerayiouMe npumack No more than 1.0% GreyTerayer
Sum of impurities: No more than 4.0%
uHIUsudyonsKOl npumecs - ne Gonee 1,0%
cymmo npumeceld — we Sonee 4,0%
14, (Quantitative determination
HonKueCTBEHHOR OnpeaeneHHe: )
Ceftriaxone Sodium equivalent to in the time of release: 95.0% -105.0% of declared quontity 101.63%
Cottriaxone {Tpu asinycne: 95,0 % - 105,0 % om 30R8ABHHO20 Konusecmea
LiedTPHAKCOH HATPUR JKB. During the shelf life: 90,0 % - 110,0 % of declared guantity
e TIMAKCOHY B meuenue cpona zodwocmu: 90,0 % - 110,0 % om 3onanensoz0 Konuvecmea
Isuibactam Sodium equivatent to in the tme of release: 95.0% -105.0% of deciored quontity 98.34%

During the shelf life: 90,6 % - 110,0 % of declared quontity

Remarks : In-opinlon of urider sign above material complies with Specification.
3aKmouenHa: signosigae sumoram cretjudlixani,

Certification Daclaration: “ItIs hereby certified that the information given above Is true and accurate. This praduct series was manufactured {including its packing and
Lnarkingj and quality controf was performed at the above facillties in fult compliance with the manufacturing practice and guality control of medicinal products, as well
s with the specification contalned in the Master File of Ukraine. Manufacturing and analysis protocols were considered, and torrespondence with the manufacturing
practiee and quality control of meadicinal products was ascertalned”.

Bansa npo cepridinauiio: "Lum nigreepyio, wWo nasegeHa sue iHdopmanln € focTosipHos | T0uHI0. Ua cepin nponyxkuil 6yna snpobnera {BrAKovaOMM YRaKoBRY
T2 MApKYBaHHA) | npoBeAEnMl KSHTPONL 1T AKOCTI Ha Buearaganis ginmngi 8 nosHIk sianosiAnOCT 3 NpaBunamn BnpobHIITE | KOHTHONIS AHOCT AlKApCHHIX
Bacobis, a rauom y slanceinsuct 3l cneundirayies, 1o mictHrocs s PeecrpauiiHOMY BOCHE YRpaTHH. TIPOTOKONM BUpOEHWYTES T2 npOBEASKIA aHanl3iB posrasKyT |
YCTOHOBARHKD BIANOBIARICTL NpaBinam BHPOBRNLTBS | KORTPOMO AKOCY] AlKapCLRMX 3acobla”.

Post - Name Signature Date
Nocana W' flignuc Aara
Prepared b QC Chemist o
sl ¥: DapMALERT BIRAINY KORTROK A=
Ananis nigrovysas: X smocr;{ ¥ KORTp Mayur Prajapati
hecked b QC Chemist
ecked y: GapmatiesT BIAAINY KOHTPOMG
Axanis nposia: 3 AKOCT] P Batest
: QC Manager
Approved by: RokTpenep sipginy KOTpoao 3 :
rmanls saTseppuE: rrOCT] |Afpesh Sonara 52
ate of Release: v
Ea‘ra i 21.12.2020p. Alpesh Sonara ‘Q@




JEPHJIIKCITYKBA
AEPKABHA CIYKBA 3 JIKAPChHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMMU ,
Y AHIIPOIIETPOBCHLKIN OBJIACTI

Huinpo, o Coﬁopna 4, x. 601-603, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.ua,hitps://www.dls. gov.ua, Ken €APTIOV 37070665

BHCHOBOK
PO SIKiCTH BBE3€HOTO B YKpaiHy JAiKapchKoro 3acoby
17.03.2021 Ne 12149/‘21/{}411
TYJIKCOH

(Haiivenypanmts JNRAPCHKOrO 3ac06y 3riye 3 peecTpauituma socam&cunm}
uopomox VI IPHTOTYBANHS pozqauHy auw in'exniii; 1 gaaxon 3 [OPONIKOM B KapTonniif
Kopobui

(dhopmia BRYCKY, A03YBANAS, BIA NAKYERHIK 11 KapeLKkoro sacoly)
Howmep peectpeuiiisioro noceimenns UA/12534/01/01 crpox aif peccrpauitinore nocsigenns 01.01,2099
Cepis nixapcekoro 3acoby Ne 3120173 Kinexicts BrE3€HOTO Alkapesxoro 3acofy 50000

BupoSuux Caicc ITapentepans JItn,, Innis _ _
(Hafimenypanns BUpoGiniKa nikapebkoro 30coBy, Kpalua xmxo;mcemm)

Boeserio B Vipainy Tosapuerno 3 ofmemxenoro BianoBizaaLHICTIO '*"I‘JIH Ykpama" fnenT,
wojt: 39476430

(Ralimenysanss Ta koa 3a CAPIIOY 1opuanynol 0cobs ato npissuie, iM'e, 1o BaTsxoni Qisvinoi
ocoby - nianpuesius, Tl Micte npoxusanys ta peec‘mammmﬂ HOMED 00/1iKOBOT RApTKH MIATHYKA
nopatkis aGo cepia TA HOMEp nacnopTa) =

Tlpotoron slsyansiore kortpomo six 16.03.2021 X 03-01/730/2.

3a  pesynwraramu ;:(eprammm KOHTPOMO  BCTAHOBIEHO, Wo Jirapeskuii  3acif neeseue B VYxpaiwy 3
AOTPHMAHHAM BHMOT 3aKOHONABCTIA MO0 3AGE3NCTOHNS AKOCT] mxacwux 3acobis.

B.o. rauansuuka Jepskasuol emyx6 3
miKapeskux 3aco6iB Ta KOHTPOIIO 38

. : E€rop BOJIKOB
HapKoTHKamH ¥ Jninponerposcekiii
obJiacti |
{nocazona ocoba opi };%‘ é‘ qﬁ?f;’ m}?’t} mepamo} (miznuc) (iriiuia.fmﬁﬂ npisﬁyme)

Cnitnana Bouapuikona +38(066)345-41-71




TULIP LAB PRIVATE LIMITED

TYMIN AIAB NPAMBIT JUMITES :
213, Anand Ra] Industrisl Estate, OFf L.B.5. Marg, Bhandup {west) Mumbal — 400 678, Ingls
215, Anaka Pagx nayerplan Ecreiit 0dd LE.L. Mapr, Bxanayn {8), MymGail - 400 D78, Ingin

Product Name: [TULIXONE

fipenapar: TYAKCOH A.R. Ne: FP/20-203
Country of origia: India

HpalHa BHpOBHUK! luain

Reglstration certificate Ne:
Homep peectpanifinoero noceiguenHa:

UA/12534/01/01 valid Indefinitely
UAf12534/01/01, nie Gesctpokosa

[Active substances:
Likoui peyoBUKs:

Ceftriaxone 1 g

Sulbactam 580 mg for ingection

Uedrpiarcon Hatplio, eksiBanentio uedryprakcony 11
CynuBaktam Hatpiio, expisanentHo cynsBaxramy 500 mr

Dosage form:
Viikapcena dopma:

Powder for preparation of solution for injectlon In a vial Nel
MOPOWOK AAR NPHIOTYBANNA POIUMBY Bia tH'exuik Ne 1 y daakoni

Size and type of packaging:
Po3Mip Ta THA NaKyBakkA:

1 visl with-powder in a carton box marked on the Ukrainian language
1 AAKOH 3 TOPOLWKOM B KAPTOHHIH KOPOSIl 3 MEBPRYBIHHAM YRPATHELKOKS MOBOK

Explration date:
\lava 3axinyeHss Crpoky npuaarHocT:

Batch Ng: 3120175
Cepla No;
Batch size : 50850 packages/ynaxkaeox
Posmip cepil:
Date of manufacture: 12/2020
lAava BupobruuTes:
11/2022

Name, address, and license number of
plots of produding and quality controk
Haﬁmeuyaaunn, MiCUEIHAXOHKEHHA TR
Homepu niyensiit vclx AlnbHuite 3
8MpOSHALTES T3 KONTROAK AKGET:

Swiss Parenterals Ltd.

tlcense number: G/28/1446 {Form 28)
Celce NapenTepana flTg.

Homep niexail: G/28/1446 (Qopma 28)

Unit il Plot. No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Bavia, Ahmedabad, Gujarat, 382220, India

H0Hir ll, Aot 402, 412-414 Kepana Wpactpian lovei, NIAC, Hiap Basng, Axmegabag, Tymwapar, 382220, luala

UKR Certificate of GMP compllance :
Ceprudikar alianceiguoct enmoranm
HANEHHOI BHPOBHNULT NpaxTHEm:

Ne 298/2020/C-600 valld till 31.312.2021
Ne 298/2020/C-600 aje:no 31.12.2021 p.

PeaynuTaTy aHaAisie
IAnalysis results

TloxasHuK Bumaru eneyudixayi PesyneTaTd icnuTy
Indicator Requirements Results
1 2 3
1. Description White or off white powder. OFf white powder
Onucanue Bensiit Ay nours 6easifi NOPOWOK. NoyTH Gesbiit nopowek
2. identification A. The times of principal peaks retention in the chromatogram of the test solution Complies
vigeHTudKayua; should comply with the peak retention times of Suibactam and Ceftriaxene in the CoovseTcToyer
chromatogram of a standard sclution.
BpemeHa yAePHMBAHUA GUHOBHBIX JIMKOR HA XPOMATOTRAMBME UCTLITYEMOTD
pacTBOpa ACMKRHO LOOTBETCTBDBATL BDEeMeHam y1e DX HBAHMA NUHOB cynhﬁamma u
u'etb‘rpuaﬁcoua Ha XpomaTorpamme CTEH.Z{SP?HOFO pacveopa.
B.The drug must typically react with sodium. Complies
Flpenapas [OMKeH AABATE XSPIHTEPHYIO PEAKIMIO HA HATPKIL, COOTERTCEYEY
3. Solution transparency It must be transparent Complles
Mpo3paddocT® pacTeopa Hlo/mHeH GhiTe NpO3pasuHbim, CoOTUETCBYET
3. Optical density {Colouration of ot more than 0,80 0.033
iselutian) He Bonee 0,80
OnTUsecKas NACTHOLTL
{L{BeTHOCT pacTeopa)
1.75g+ 5% 1.68583 gf vial
5. Average welght of the vial contents 1,75r+5% 1,68583 r/ daavon
Cpeaxas macca
LOACDHHMOro GA3HOHS

6. Deviations frontan average weight of
ithe vial contents '
OrrAcHesns oT Cpaanei maccl
copeprumoro Gaakoka

by £10 % 2t the most, and ncne of the Individual weights may deviate from an
average weight of the vial more than by £20%,

He Sonee 2-% AHAMBMAYANLHBEIX MACC MOTYT OTHAGHATBELH OF CPeAHEE MaCcCht
COopepEUMOro dnanoHa He Gonee, 4em HA 1 10% » HU OAHA HE PADKET OTHAQHATLLA
Gonee, yem Ha t 20%,

Not more than two individual weights may devlate from an average welght of the vial

Complies
Cooraercayer

7. Uniformity of Dosage Units
ORHOPOAHOCTD JU3UPOBAHHLIX 8ANHAL

O it #0389 49 oy oy G v




Sulbactam Sodium equivalent to
Sulbattam

CyrbBanTam HaTPUA KA.
CyneBaxtamy

7 5.46
Ceftriaxone Sodlum equivalent to AV 15
Ceftriaxone
LledTpnarcon HATPNA 3K,
LiedTpuancony
AV<15 6.40

|8. Bacterial Endotoxins
BaKTEpWaNbH DB SIHACTOKCHEDI

Nat mare than 0.20 USP Endotoxin Units per mg
He Bonee vent 0.20 USP 2HADTOHCHHOELD AMHULL B M

Less than 0,20 USP  Endotoxin Units
per mg

Menae (.20 USP 3HZOTOHCHHOBIIY
Ieguuuu, B M

ISulhactam
CynsfanTam HaTpus K8,
CynbBanramy

3, Sterility 1t must be sterlle. Steriie
CrepHABHOCTD flonseH BbITs CTEPHALHbIA, CTEpHIBHO
10. pH of Sclution 5570 6,42
pH pacrsopa
11, Mechanical inclusions It tust comiply with the requirements made o the parenteral drugs as regards [Complies
Méxarueckua echanical inclusions for the small volumes CooTBETCTYRT
BRAICUEHHA AOAMEN SLIAEPRMEATS TpefoBanNUA K AADEHTERAADHEIM APENAPATAM HE,
' MAEKAHHYCEHAE BRIIOUHIA AR MBNLIN GEHEMOB.
12. Water Not mare than 11.0% 5.65%
8043 He Gonee 11,0 %
13, Agcompanying impurlities IAmount of individual mpurity ‘Absent
COnyTCTEYIOLIME NPMMECK No more than 1.0% OTCyTCTBYRT
Sum of finpurities: No more thon 4.0%
undueudyonssod npumect —we fonee 1,0%
cymma Apumecel] — ne fionce 4,0%
14. Quantitative determination
HONMYBCTERHKOR CNRESEAEHHET
Ceftziaxone Sodium equivalent to in the thme of release: 95.0%.-105.0% of declared quantity 100.04%
Ceftriaxone Mow aeinyexe: 95,0 % - 105,0 % o 3088084020 MO Wecmae
o s During the shelf ife: 90,0 % - 110,0 % of declored quontity
e TpUakCORY B mevenue cpono 200nocmu: 90,0 % - 110,0 % om 3008n2HHOZ0 KOAUMECTIET
Sulbactam Sodium equivalent to In the time of release: 95.0% -105.0% of deciared quentity 199.05%

Moy seinyeke: 85,0 % - 105,0 5% om sasenennoeo komisecmen

B meyesue cpoxg 200R0cmu; 90,0 % - 110,0 % OM JURSAEHHOZ0 KONUSECMAY

ﬂ'e_m_arks : In opinion of under sign above material comp'Hes with Speclﬁ_cation.
ZaxntoueHna: BiANOBIATE BHMOTam cheuudirRanl,

Certification Declaration: "It Is hereby certiffed that the information given above is true and aecurate. This product serles was manufactured (Including fts packing and
marking) and quality contro! was performed at the sbove facilities In full compliance with the manufacturing practice and quality control of medicinal products, 23 well
as with the specification contained in the Master Fils of Ukraine. Manufacturing and analysis protocols weare considered; and correspendence with the manufacturing
practice and quality controf of medicinal products was ascertalned”.

3anea npo caprudikaniio: "Lum niaTsepaKyIo, 1Mo Hasegeka BuiLe HpopMania-€ FOCTOBIPHOM Iraunoio, La cepin Rpoayauil Syna Bnpobrena (BRAIOHSIOUN YNAKOBRY
3 mapkysanHa) | nposeaeHiil ROHTROAL T AROCT] Ha sHwesraaanli Aladml 8 noarii sianoalaroct 3 npaeraamy aupoBiuyTsa i KOHTPOMO AKOCT NiKAPCHKHX
2acobis, 2 Tanox y signosipsoct 31 cnegudliayieo, o MicTUTbCR B PeecTRAURMOMY fotbe Yrpainu, TpoToxoan BupaliuuTea T2 NpoRedeHnA axanlsie poarnanyTl |
yCTaHoR neHHo sinnoBiAHIcTS NpaBunam BMPOSHUUTES | ROHNTROMO RROCT] SIKapceRWX acobia’,

Post Name Signature Date
Nocaga Wm's Nianue Bara
Prepared by: Q¢ Chemist
” DapMalesT sigainy « i ey
Awanls niarotysae: B SEOC;' 8T BIRAUTY KORTPOAI Mayur Prajapat] o 21.12.2020
Checked by: o Gyers
L D3 pMILEST BIRAINY KOHTROAK $ x :
Avasla npoeis: PRSI BRIy KITROT (Pogfe Rathad I 21.12:2020
QC Manager
Aporoved by: Hompcm:ep signiny rorponio 3
Amanls aarsepams: suacri Alpesh Sonara X 21.12.2020

Date of Release:

21,12.2020p. Alpesh Sonara :@{n

Ylara snnyory:
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