“TULIFLAB PRIVATELIMITED - °
TVIN NIAS NPAFBIT NIMITER

4024, ABliir, Q6epoi Tapaen Ecrafit, Yanalesal, Aunxc;ﬂ er}, Mymbai 400 0’1’? Iupia

4024, A-Wing, Oberes Garden Estate, Chandlvati, Andherl {East), Mumbal 400 072; India

Product Name:

TGLONE 1GM '

‘ BR.Ne: F -
Npenapar: vnoHar AR Ne:FP/C/21-247
Country of erigin: Indla
Kpaina BUpoBHMK: IHain

Reglstratlon certificate Ne:
Homep pedcTpayiiitoro nocsiguerta:

LJA/17570101/01 valid til} 22.07.2024
UA{HS?O}GI/OI, Al 10 22.07.2024

Active substances:
Liroul pevositnm:

Ceftriaxone 1 g )
B&drpuakcan [y dopmi uedtprarcony warpia)1r

Dosage f_ornﬁ :
Jikapcaka diopma:

1000 mg powder for selution for injection n.vials
ROPOLIOK AAs pasauny ana Ik exulii no 1000 mr

Size and type of packaging: 1vidl of pawder in a carton box marked on the Ukrainian language

Po3mip T THD narysanna: 1 haakoH 3.00p0WKOM Y KapTOHKEE KOpOBIT 3 MAPKYBAHHAM YHPATHCENDO MOROIC
Batch Ng:

Cepia Ng: 3121149

Batch size :
TPo3mip ceyiil:

100300 packages/ynakobox

{Rate of manufacture:
1Aava BHpcHRuyTBa;

07/2021

Expiration date:
£lata 33RIHUEEHA EXpORY nprAaTHOCTE:

0672023

Name, address, and license number of
{plots of producing and guality control:
|Hatimenysansn, micueswaxopmenna 1a
HOMEpK AleHIH BeiX planhugb 3
BUPOBHULTER T3 HOKTPOAK AKOCTE!

_|Swiss Parenterals Ltd. : _
‘|Units, Plot No. 402, 412-414 Kerals industrial Estate, GIDC, Near Bavla, Ahmedabad, Gujarat, 382220,

India )
License number: G/28/1446
Coice Napentepans Nra,

Woulr Il Naor 402, 412-414 Kepana Ingacrpian leteilr, T1AC, Hiap Baana, AxeRaba g, Myamapar, 382220,

g
Hoiep niugsisiis G/28/1446

UKR Certificate of GMP comipliance :
Ceprdrina it signosiiioct sumoram
HENEMHGT BHACEHMLOY MPARTUNNT

N¢ 298/2020/C-600 valid1il] 31.12.2021
Ng 298/2020/C-6C0 pje s 31.12.2021 p.

Peaynwrat ananiziv.
‘Analysis results

Noxaauusx

PeayabTaTy oty

Bumores crebginalyil
indicator Requirements Results
1 2z 3

1. Description
OnKe

Crystalline powder from almost white to yellow-white color
Kpueraniansid nopourok Bia maiie 6inore Ao most0-6in0ro KOALOPY

white crystalline powder
Binv# kpvicTanivHui nopowor

. [2.1dentification
meﬂmgbja{auin

On'the chromatogram of the test solution obtained in the "Quantitative. .
detarminatiai” test, the retention timg of the main'peak must’

; correspond tg'the retention time of the main peak on the chromatogram
-|Complies

of-the referem:e solution,

omamrpaw aunp05vaauoro posuuNY, ap,epmamﬁ y amnpoﬁysaum
“KiAbKicHe BHSH&‘-(&HNF! L Yac YTRUMYBAIHA ocnoauoro niny Mag

BlanosiaaT uacv YTPHMYHIHHA CCHOBHGIO RIKY Ha XxpomaTtorpami

POAUMHY NOBiBHAHHA,

siagnosinag

3. Uniformity of mass
OpROPIAHETE MACH

Not more than 2 individual units of mass may have a deviation from the
average weight of the via! filling of more than £ 5%, and none of them
must have a dewanon from the average weight of more than £ 10%. )
He Goasue Zx lup,um,qyanbuux OAUHMLB MACH MOHYTH MaTH Blixuaenia
B sepeansol macy HANOAHEHHA grakouy Bifnive, wh va & 5%, F wopna’

Average weight = 117951

g/vial
Cemplies

Cepepytrt sara = 1,17951

3 MUX HE NOBYHHE MATH BIAXKICHHA BlA cepeARsLl Math, Ginbuwe Hix Ha |/ paakow
*10%. Blgnopipae
&, pH 601080 c.08
.18ia 6,0 ao 8,0
15 Water ﬁot more than 11.0% 9.39%
Bona He Binbire 11,0%
16, Uniformity of dosage units AV:S15,0% (o312
i 1OpHopigHicTs ARIORAHUX ogm-mm: o o )
2 ‘Bactertal éndotoxing Mot more than §.20 USP EU/mg Complics
|- Bawnreptassnt enpororcanm ) 'J-Ié__ﬁinnmc G,20 USP EQ/mr - {Bignosigag L
8 Sterility. Mustbe sterile. Complics p———
- Lreprnbiticts Mag BYTY CTEOUABHUM, ADHCT

9. Constituted sofution
BiRHOBARHUA padoEIH
A. Complate dissolution

MOBHOTE POIYMKEHHA

o5 272 o 0. 03,25 gu

The powder of the drug should dissolve completely, leaving no visible
residues in the form of undissolved particies

NOPOWOK NEANAPATY AORMHER POSUKHMTHCR MOBHICTIY, HE 3EAWLLA 108K
BHAWMKX 33AHIWKIB Y BUIARA] HEPOSUM HEHNX YACTHHOK.




6. Transparency of the solution The reconstituted solution should not be fess transparent than the
fpC30picTy POSYHHY squivalent volume of solvent. Complies
BIAHOBACHMT POIUMH HE NOBHKEH BYTH MEHILR RPOSOPUM HIML. . BinoRiAaE
erBisaneHTHIt 0B’ em poIUHHEKKA. : :

10, Particillate matter.
Mexaniusi praodesin . &
A. Visible particlas The reconstitited $olution should not contain forgign mechanical Complies
Busgrml vactiitim inciusions that ¢an be detected by visual inspection. sianoaigme
BigHosAcRKE PO3UMH HE NTOBKHEH MICTHTY CTOROHMIX MEXZHITHKX
BRACYOHE, AKT MOMYTh ByTh BUsBACH] npu BisyanoHomy 0BCTEReHHL

6. Invisible particles Particles 2 10 microns In size - no mare than 6000 in a vial,
Hesnupumi yactnHry Particles 2 25 microns in size - na more than 600 in a vial. 97
YatTMHOR pcamrpom 210 sakm = He Binbiug 6000 y draxoi. 05
. YactHHok PO3MIpam 2 25 MKM - He' ﬁwbme 600 v cbnaxom. T
11, Quentitative:determination: At the tine &f refedser i _ .
HinpuicHe piananemin - 7 “1Erom 95. 0% ¥ 155.0% of the claimed amburit of ceﬂnamne {950': \E - 100.85%
" |1050 mg/vialf )

Ha MomeHnt BUfyery!

Bin 95,0 % no 105,0 % ia 3aranenol kinbroct undiTpUaKcOny {5)50 MiE -
1050 mrfdnaron)

Ouring the sheif life:

1£rom 90.0% to 115.0% of the claimed amount of cefiriaxane (9(}0 mg-
1150 mg/vial}

Npomazom Mepitiny npudamucomi;
IBiR90,0/% p0°315,0 % 8ia 3anshcHol Kuwm)c*n ucdrrpuakccﬂy {96& AT <

{1450 ar/nanion) T
12. Accompamymg impurlues : Deacetylce?otaxnme lactona - not mora than 0.5% : Motdetected
Cynpnav,qu Aomiumv AeanetranedoTaKCMM AZKTOH - He GianltoD,5% Sl _ He puagaenn.
Cefriaxone trinzine anzlogue - not maore than 1.0% : Notdetected
Iiedprancony TRMasHH aHanor - He Slabwe ,0% : He aungnone
Cefriaxone benzothiazofyioxime - not more than 0.2% o Not detectnd
Uedpuakcosy Gersotiasoninoxeam - He Giabwe 0,2% B He BUABNBHG 5 B
Deacyl ceftriaxone - not more than 1.0% - ' Notdetected
Aeayun uedrpraxcasy - ne Ginswe1,0% : - He suAsAeHy .
Cefriaxone 3-lsomer - not more'than0.3% ) ©iNotdetected
Uedprakcohy.3-ed zomep - we Sinpiue ;3% ) . jHesuamncnd: .
Cefriaxone E-iséimer - not more than 1.0% o T inotdetéefid
: L\etﬁ:puancouy E -lzomep - He ‘Hiasuie 3, O“n _ . . Hesuasiieso i &
Any individual impurity - no mere lhan 0,2% o . ot detectad
' Byav-ana IHAHBIAYARbHA AOMILLKA - He 6l mswe 0,2% S . He BuABNER]
The amount of impurities - not more than 5.0% - o Notdetedted
Cyma pomitiol « He Binbwe 5,0% ' He assnsﬁcu@' o

Remarks ; In opinicn of under sign abdve material complies with Specification,
Janmougnnn: HiAnosigae BUMOrar cnelmdiradin,

Certification Declaration: “It Is hereby, certifled that the information given above is true and accurate, This prodnct saries was manufactmed {including

its packing and markingl. and-giialit control was performed at the above facitities lafull comphance with the manufactufing practice and quality

_ |controt. u{ medacinﬂ! products, 38 weiF 3¢ with the' specif[catxon coAtained in t?m Master Fie of Ukraine; Manufacturmg and.analysis protacols wers
considerad, and mrrespundeme viith the manu{acwrmg pract;ce and quality contml af medxcmal produ as ascertained”.

aa;ma npu cepmd:ikaqm, “uum m,qz‘éépa.mylo, uio Hase,qeﬂa Byiiye inmpmaum £ .aqc-rompuow i 'roteﬂmo, un cepiﬁ npap,yxuﬂ E\ma eupcﬁneua
(Bmmuamvu YHEROERY T3-MapRyBaHHA) | npone,qeum ROMTPORE It AKOCTI HA BRALESIA AQNIT AinaHui 8 nomt]vs amncsu,n,uccn 3 NpaBriamy
aupobuuyrea | koMTponio aroCT Airaposrix sacobis, a Takomy signocsignoct 3 cneqnzt:maqlcm wWo Miuwrbcrl & PAECTpauiiucmy ADChe anamn.

NpoTtokeny svpobuuuTes Ta npGBEAGKHA SHanisin poarannytii yCrasoaneHto Blardeiakicrs npasuaam svfpoﬁnnu,raa I kontpoaie gitdcti Alkapoeuy
3aco§ia

Post Name ] '_Si'g:i_ata}l’e Date

Notasa Us's _ Blande flata
QL Officer - _ R g
i AHaniz m,qrowsas' . f:i:i?m“”‘a sodrpcio Twinkle Prajardsi (14082021
. Anxocti :
Checi;ed- i} AsstQC! Mana ger

| ﬁommwnu 3B|nquoro 3 |Dhara
AROBTROA AHOCT
Quality Assuraces

' hyi}iii’;.ﬁ:pqr:lb‘ :

Approved by: Manager Afaesh
AHAAII IATREPAME! o Bapigyiounit'a s pashe
: 3aBe3neyesiis AROCYH

Date of Rejease: 7 T ' .
Rstasimyoey | [1408.2003 Alpeshy @




