TULIP LAB PRIVATE LIMITED
TYJUN NAB NPARBIT MIMITER
4024, A-Binr, O6epoi TapaeH Ecraitt, Manpleant, Aupxepi (IcT), Nyw6at 400 072, Inals
4024, AWing, Obgrot Garderz Estate, Chandivall, Andhed (Eam umbiai 400 072, India

J

Product Name:

TULIXONE-TZ 1125 mg

AR, Ne: FP/C/21-270

Npenapar: TYMKCOH-T31125 par
Country of origin: India
Kpaiva snpobuivik: Ihgin

Registration certificate Ne:
Homep peectpauiiiiore nocsiayenna:

UA/17569/01/01 valid till 22.07.2024
UA/17569/01/01, aie 40°22.07.2024

Activa substances:
Aiod] pedosmiu;

Ceftriaxonel g

Tazobactum 0,125 ¢

Uedrprareoi narpho ex8iBINCHTHE Yedrpuakcony 1+

Taao6arTam naTpio CHBIURACHTHO COXIBAARHTHD Te300anTamy 0,125 r

Dasage farm:
Jixkapeona dopraa:

1125 mg powder for solution for injection in vials
NIOPOUWIOK ANA POIMUHY BAA I8'ekuiii no 1125 mr

Stre and type of packaging:
ip1a tun nanysansn;
N

1vialina carton box marked on the Ukrainian language
no 1 Hnaxony y 6apTasKin nopobL 3 MapsyBaHt iam YRPIHELKDI MOBDIO

Cepin Ne:

13121167

Batch size :
Poaniip cepii:

50700 packagos/ynakanox

ate of manufacture:
/E312 eHpolHnyTis:

08/2021

Expirdtion date:
Aars sukinvenin crpoky npuaaHocsT:

07/2023

Name, address, and license number of
plots of producing and quality control:
Hatiponysaunn, micuesnaxopmesinn Ta
Anfirapr Aigenati ol alnshnye 3
DHPOBHIITER T8 NOHIPORIO AKOCT

Swiss Parenterals Ltd,

Unit I, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Bavla, Ahmedabad, Gujarat,
license number: G/28/1446

Coice Napewregans Jra,

t0nir 1, NMaor 402, 412-414 Kepana Inpactpian leroitr, NAC, Hiap Bapaa, Axrepnabap, N'vamapar, 382270, lnpin

Hormep niyenall: G/28/14486

382220, India

UKR Certificate of GMP compliance :
Coprhirar BiZnOBIAHOCTI RUMOTTM
Hanemnol supoBrmiol npakTuK:

Ne 208/2020/C-600 valld tH] 31.12.2021
Ne 208/2020/C-600 pie 4o31.12.2021 p.

PesynbkTati adanidia -
Analysis resufts

Nawaziing Bumors cnedudikaii Peayabiati icnwty
Indicator Requirements Results
1 2 3

L. Description
Onue

Crystalline poveder from white to yellow-arange coloe
Kpucranlunuis nopowon sin 6in0ro A0 MoeBT0-0paNIKEBOF0 KOALOpY

White crystalling powder
Biaui kpucTaniunuil nopowok

2, kfentification
ipEHTRgiRa S

On the chromatogram of the test solution obtained in the quantification tost, the retention
timos of the miain peaks must correspond to the retention times of the main peakson the
chromatogram of the reference solution,

Ha xponarorpumi cnnpobyranore peamiy, oLepkanin y tunpobyransl "Kisskicie
BHIHAUEHHA", H2CH YTPHMYBOHHA OCHOBHHK DIKIB MOIGTb BiAnNeBiAaTH Yacam anmyuamm
OCHOBHMX FITKIR HA XPOMBTOrDaMl POIUHHY ROPIBHANHS.

Complies
eignosigae

3. Unifarmity of mass

Nat more than 2 individual units of mass may have & dcviaticn from the average weight of

Average weight = 13185

Of¥opinHICTE MBTH the vial filling of more than £ 5%, and none of them must have a deviation from the average |g/vial
: weight of mora than £ 10%. _ Complies o
He Bonwuse 22 1HAKBIAYANLHUK GAKHNILE MACH MOKYTE MATH BikHacnis Big cepeanbol Cepearn para = .1,3185
MUCH Kanoarernn gnaxony Binpiie, niw A2 2 5%, | MOAHZ 1 HUX i DOERHNA MATH 1/ gnaron
AlAKANCHKR Bif capeskbol Macs, Ginme sin na £10%, Binnaninae
4. pH 6.0to 8.0
i 7.01
Bin 6,0 no B,0.
3. Water From 8.0% 10 11.0%
B k7 mAg.L 9.59%
Bcg\a g 8,0 % o200 %

5. Uniformity of dosage units
ORHOFAnIcTs AOI00AHNK OfHHHIL

1AV E150%

{Cefiriaxone L1=6,41

Tazabactum L1=5.47
Uedrpuarkcon L1=6,41
Taacbantam L1=5,47

7. Bacterial endotoxing

Néi'rﬁore than 0 .'2"0 USPEU/mg ceftriaxone

Crepunenicors

Camplics
Bakrepianeui eHAOTOKCHHN Ho Ginkwe 0,20 USP EO/Mr HedTPIINCOHY siAnceinae
8. Storility Must be storile, Comp!ic

Mae GyTu cTopuabium,

9. Canstituted solution
BIAHOBREHMA PEwOBMH
A, Cemplete dissolution.

£loskoTa POSHIHEHIA

E. Transparency of the salution
fIao20picTe poauuly

Pl S6221 o7 o6 9325~

The powder of the drug sheuld dissolve camp!etuiy, leaving no visibie residugs Th tha form of
undissolved particles

ToPOWOK AIRENEPATY NOUAHCH POUMHITHCA NOBHICTIO, 1T IBNMLADUHR BUAHMUK 33 NHWLKTS ¥
HArnanl ROPOIUIHICHHY WA CTHHOK, -
The reconstityted solution should am-be fess transparent than the equivalent volu
salvent.

Epn:umm.«ca

BigHosnei PO34MH HD NDBMHCH 6\"1’14 MGHU..IE npo3onUm vk OHHIRanEHTHHi;f

Compiies
Bipnoainae




10. Particulate matter
PARXDHIYHT MUHOUEHNA . .
A. Visible particies The recohstituted solution should not contaln foreign mechunicat inctusions that can be Complics

Butaumi qacm'nxn detected by visual inspection. : ‘ si,rmoaime.
BigHoBAEHIE POT I HE NOBHHEN taleTHTi CTOPOHHIX Mexaniuiux BRMOUGHD, ARl MOXYTS
By nuanneni npw sisyansiopy afcremenni,

5, Invisible particles particles 2 10 microns ia siza « no more than 6000 in a vial )
Hesuaumi HacTheiu PFarticles 2 25 microns in size - no more than 600ina vial 144
HacTyi o po2mipom 2 10 MKM - He Ginswe 6000 y paimonl. _ 06
: . Uactinox pozmipom 2 25 se- e Ginswe 600y dnaroik L
11, Quantitative determination At-the time of relcase; o . »
KiAbRICHE BHIHIMEHHS From 95.0% to 105.0%-of the claimed amount of ceftriaxone (850 Mg - 1050 mg/vial) ceftriaxone 103,29%

From $5.0% to 105.0% of the declared amount of tazabactam (118.75 mg ~331:25.mg/viat}
Hu aeaienm aunyeky: o e R

|Big 65,69 £o 105,0 % vin 3ananenoi kinuroerliadpicandeuy (950 ¢ - 1050 wz/Ghandil}
ip 95,0 % 40 105,0 % 8ip sannaeHol kinvxact tazoBartamy (118,75 Mr- 131,25 mr/diaron) )
During the shelf life: nedrprikeoiy 102,29%
From 80.0% to 115.0% of the claimed amount of ceftriaxdne (300 mg - 1150:me/vial) _
From 50.0% to 110.0% of the declared amount of tazobactam (112.5'mg - 137.5 mg/vial) TazoBaxTamy §9,63%
Hpomsizom mepasiny npudomiotmi

iz 90,0 % go 115,0 % vig sanunenol kinsxoeT GedTprarcony (900 me - 1150 w;’;_}amnmii
Bizy 90,0.% ne 110,0 % bin sansnanol kinbrott vasofaxzamy (112,580 - 137,5 me/dnagou} |

tazobattant 99.53%

12, Aécampanying im;wijitics

Cynposiisd pomluin ) :
A, Accompanying impurities of freacetylcefolaxime Jactane » not rmore than 0.5% ‘ Mot dotadted
ceftriaxone Aeauamnuedorareuit AARTOH -« He Binvue 0,5% - tle BUAEARHO -
Cynposighi aomliud uedrpHascosy Cefriaxone triazing analogue - nel rnore than 1.0% : Nat detectad
' HodpuoRCGHY TPHATNUE 3H1AAGT + 1T Ginswe 1,0% : e : He aunsngno
Cefriazone beazothiazolyloxime - net more than 0.2% ) S Not datetted
Uedprancony Gensotiasoninonesm - ne Blnbue 0,2% it He BHNBAGHO: -
Deacyl ceftriaxene - not more than 1.0% A ST Mok detected s
e yedipuascony - He lasmin 1,0% . R He Branatud
ACatriarone 3-somer - not mare than 0.3% - s Not qgtéq;'cd:
’ uc:ifapnakcmw 3-en fsomep - He Sinvwa 0,3% He vinbatuo -
ICafriaane Eisomer - notiore tan 1.0% _ B Notidetacta
Uepprancory E-daomep - i Ginsuie 1,0% : fie Buntinens
Any individual impurity - no more than 0,2% : Not detected’
Syau-pxa inavelayassna AomiLRa - He Siavwe 0,2% e He sunbAaHp
The smaunt of irmpurities - nét more than 5.0% Not detected
Cyran gomiwor « ne Ginsiie:5,0% o He BuasneHo
) 6. Recorapanying impurities of Fravobactam impusily A ~nel inore than 1.0% R Not detzcted
{igrobactam TascBaicramy pomilsa A e Siavwe 1,0% - CRESL - He prasneny
Cynpasigsl Aotk taacBanrazay - - |Any other individual impurity - no more than 0 1% ¢ - = st Not detetrad
By ihand irima ingusizyanihia domisa « ne Binswe 0.1% - He sHasieio
Tha amotnt of impurities, 8xeépt tazobactam Imipurities A - ot more than Di3%: Hotidetéctad”

{Cyma aominior, oxpis sagpbaKsamy Apsis A - He Binwisie 0,3% . o BuAtAeHs |

{Remarks t1n opicion'af under sign above material complies with Spacification,
3nx/NICHHR! BIANORIARE BUMOTEM eneusdiial{li.-

J{Certification Declaration: it is herehy ceftifiad that the information glven sbové is true and acurate, This product sories was manufacturad {ineluding its paciiing and
marking} and guzlity cé;:it:q[ wias performied at the above facilities In full cainpliance with the mapufacturing practice and-quality control of medicinalprodugts, as well
as with the spaci(@catioﬂ contained in the Muster file of Ukeaine, Manufacturing and analysis protocols were considered;:2 nid correspondence with the manufacturing
practice and. quality controfof medfcinal products was ascertained”. Lo

g 150 _ . : It Byna supoBneisa (gRmalsionm YyRarosxy,
; d ol na-Buutearana i Aiamini 8 nosiid signiogiaectt 3 npasunami BrpobhkiraaE KOKTROME AROLTE AlKapEhIIN 33c06i8,
a rarom y signosiguotd 3l cneywdirauing, wo wicTHTeen 8 Peectpauliinomy gocse Yxpainn, [poTorenm srpoBHULTEE T npoBeAenta aHaslate poaENAkYT T

YETRUGHAGHHD s_ip;igog?gaéit_ijb npaeunam Bipubivizeal koutponio straori Mikapebrak 3acofis’s

|3an8a npo cepradinanin: “Lnta NIATHRRAMKYIC, 110, HEDEARHA Brile TihapaLiA € aocToBIpHoIg T Tounoto. LU cepin npoay
ra magxysanuaj Lriposegennii kourpon i

“Post Name © signatore " Date

: . flocana . Hu'a : . Nipawe o _flore
{Preparad by: Qg Officer ) ERHE
Apaniz nigroryas: Baniavouni 3 kouspow | Twinkle Prajarati ,.,8 B 25_.0&2021
HHOET e . .
Checied by: Asst,QC Manager
Mgl 28tycaoro 3 |Bhara pated 28.08.2021

Axaniz nposiy: -
. : JHERICOMG AROCH

[Criakity Assurance

: ‘f‘.\?}_}-rovedrb‘.ﬂ'
Ananiy 3ataspaun:

)‘J:p_'es'hp Sonara’

- {zafieanchenta avocti . |

‘| Dote of Reloassl. ' e S -
Thaa sunycry: o 28.08:2021 Alpeshp Spnara b -




