Kpaina supotnuxa: THIIA
Kpaina imnopmy: YKPATHA

[BJIAHK 'PAKYPE ®APMACBIOTIKAJIC JIT/L]
CEPTH®IKAT AHATI3Y

Homep peccmpaniianozo ceprmupivamy 6 Yxpaini: UA/G434/01/01

Mama peccmpauii: 12.05.2017

Hama 3akinuenns mepminy oil peecmpauil: fescmporoso
|Hazsa npooyxmy BOPMIT Hosep napmirt J—
cycnensia opansna 200 ma/5 mn
A kmuenui inzpedicnm ma Ansbendazony 200 mz/'5 ma Tama eupobuuymea mucmonad 2021
winbkicms na odunuiso dosyeanns
Dopsa sunycky CYCREN3IA opateha Tepsin npudamuocmi Ji3 woamens 2023
Poamip ma mun ynaxkesku 10 amn y ghnaxoni Nel & ynaxosyi 3 incmpyxyicio  |[Jama eidbopy 3paikie 13/12/2021
ONH MeAUYHO2O IACMOCYEANNA
Homep cepil AS2103014 Wama ananisy 15/12/2021
Poamip cepil 103000 ¢hraxonie & ynaxosxax Nel ama eunycKy 20/12/2021
Efonep cepmugikamy GPB/2122/QCP/FGQ/01272 Wocunanns na apmaroneio| Buympiwis
Kocmi
Miyensia na supobn Raj 1639 \Cepmudgbivam GMP OGYEW18271-6/2017
Hazea supolnura Ipaxype Dapmacsiomiranc JImo. ldpeca E-1105, Ilposmucnosa 3ona, dinsmxa 11, Bxisadi,
panion Aneap, Paowcacman, 301019, Indis
N TECT CIHHEHHPIKALIIA PE3Y/IBTATH
1 1Onue, BHYTPILIHIA MeTOA ICycrensia poxkeBoro Koisopy B CKIAHUX (IaKoiax. ICycrnensis poweBoro Kobopy B CKIAHNX
hrakoHax.
2 Inentndikauia Y ©-cnexrp norannanus sunpoGysanoro pozunny B aianasoni 280-340 um Bianosiaac
Ansbennason, bput.@apy., App.ll  nosunen sianosinary Y{d-cnekTpy CTaHAAPTHOND POIUHHY.
B, (MeTon Yd-cnektpodoTomeTpil)
AasGennazon Hac  yrpumysanns ocuosHoro mniky ansGenazony Ha  Xpomarorpami [Bianosizac
Gpur.®apwm., App. Il D, (meToa [BHNPOGOBYBAHOIO PO3YHHY, OTPHMAaHIA NPH KIABKICHOMY BH3HAYCHHI, NOBHHEH
BEPX) ICNIBNANATH 3 YACOM YTPHMYBAHHS NiKY ansGennasony Ha XpoMaTorpaMi posduny
InopiBHAHNS.
Hatpio meTunnapaben ACH YTPUMYBaHHA OCHOBHUX NiKiB MeTnanapaGeny, nponianapaGeny Ta natpiio  [Bianosinac
Harpito nponinnapaGen Gensoary Ha Xpomartorpami BunpoBOBYBAHOrO PO3YHHY, OTpHMAHIR npwu
Hatpito Gensoar KIZIBKICHOMY BH3HAMCHHI, NOBHHII CNIBNAJATH 3 4YacaMH YTPHMYBAHHA NiKis
Bpur.Dapwm., App Il D, (meron meTunnapabeny, nponinnapaGeiy Ta HaTpiio GeHI0ATY HA XPOMATOIPAMi PO3UHHY
BEPX) [opiBHAHIS.
Epurposun, Bput.®apwm., App.ll B, [Y®-cnexrp nornunanus sunpoGysainono po3unny noBnien Mati Makcumym npy  [Bianosiae
meToa Y P-cnekrpodoTomeTpii) LOBAKHHI XBHI NP 532 1M (£5 Hm).
3 [Crifikicrs cycnensii, suyrpiwnit  [He menwe 30 xs. Bianosinae
METO/L
4 |pH, Bput.®apm. App. VL 4.5-6,0 5,49
5 [Cynposiani nomiwiku (Bpur.dapm.,
imeron BEPX)
- Gyab-ska oannmuna gomiwka  (1)He Giasuie 1,0 % 0,238%
(2 0,440%
3 0,304% (oxcnbennaion)
(4 0,012%
(5 0,019%
6 0,019%
. (7} 0,025%
- CyMa IOMILLIOoK He Giaswe 2,0 % 1,057%
6 (Cepenniii 06’ cM nanosnexns, He menwe 10 Ma 10,2 Mn
Lpur.dapm., App. XI1J ;
7 Oawopianicts o6’ emy nanosuenns, [95,5% — 104,5% 198,04% — 102,94%
BHYTpiw i MeTon
8 [Bimiocna ryctuna, Bput.@apm. Appll,170 r/em® = 0,05 r/em” 1,1972 rfem’
VG
9 [CropoHHi AOMILLIKH, BHYTPILIHIH [paxriuno siacyTHi IBianosinac
MeTOoNL
10 |Kiaskiciie suanaucuns, bpur.@apm., [Ha MOMEHT BHITYCKY IpoTarosM TepMiHy NPHAATHOCTI
App.111 D, (meTon BEPX)
Anbbenazon 190,0 Mr—210,0 Mr y 5 ma npenapary [180,0 mr—220,0 mry 5 sz npenapary (198,55 mr
99,3%)
Hatpito meTuanapaGen 9,0 Mr— 11,0 mr y 5 M2 npenapary 18,0 Mr = 12,0 mr y 5 M2 npenapary 9,67 mr
(96,7%)
Hatpito nponianapaGen 2,25 mr—2,75 mry 5 manpenapary 2,0 mr—3,0 Mr y 5 M2 npenapary 2,38 mr
(95,2%)
Harpito Gensoar 4.5 Mr =355 Mry 5 Mmn npenapary H.0 mr— 6,0 mry 5 ma1 npenapary 5,13 mr
102,5%)
11 [MikpoGionoriuna yuerora, gara:n.ua KIBKICTE acpoGuux mikpoopranismis (TAMC) — ne Gimswe 10° [10 KYO/ma
Cap.Mapm. 2.6.12,26.13,5.14 KYO/MA
Baraibia KibKICTb APIAULKOBNX Ta NAICHABHX rpliﬁm (TYMC) = ne Gineie (<10 KYO/mn
10' KYO/mn
Escherichia coli — picyTHicTs B 1 M2 BIACYTHI

\Kosmenmapi: spasox cepit sidnosios

1y AKOCHI 3200 3 8HYMPI cneyubikayieo.

HATEHCHOMY

Vmoeu 36epi,

: 36epi

pi we suuge 25 °C 6 opuzinansuiii ynaxosyi y nedocmynuomy O dimei micyi.

P meMnep

BeioHo 31 ¢

Cepmudbirawia: « Lium sacsiduyio, ujo nasedena suuje inghopmayin € cnpagycisoio | mounow. Ia cepis npodyxmy 6yna euzomo,
KoHmpoRe Axocmi nposedenuit Ha mupem:malmnaw(ux) supodrunoMy(ux) matidaniuky(ax) 6 noeniit 6idnosionocmi 3 6umoz

i
fucpikaiicto peccmy 020

iOwenia Kpainu-i,

pmepa abo 32ionNe 3i cneyughikayiamu, sKazanmu y pec .g& 4
wpaihu-imnopmepa abo cnewq'uhamm Ha docridxcysanuit Aikapebruwii 3acio. BupoGuuymeo, ynakoska ma ananis cepil nepe2nsht

gumozam GMPy.
Ananizosano Ilepesipero
st APIKYH CIHIX Unm'st HOFEHIPA ITPACAT TYIITA _ |m'a
[locaoa Cmapwiii  cnispoGimuux  eiddiny 3 rﬁ'ocaaa \Kepienux 2pynu 3 konmpomo sxocmi [[Tocada
xomniy Axocmi
Hionuc//lama _Ynionue/ 20/12/2021 Wionuc/[lama _Ynionue/ 20/12/2021 Tionuc/Jama

Ilepexnan sipnuii (Ilepexknanay INpeacrasmmrsa "Mini Xeackepe Jlisiten" 8 Yipaini)

nara 21.12.2021



& GRACURE PHARMACEUTICALS LTD.

E-1105, RIICO Industrial Area, Phase-lil, Bhiwadi, Alwar (Raj.) INDIA Phone : 01493-221316, 221387 Fax : 220658

CERTIFICATE OF ANALYSIS
Manutacturing Country: INDIA
Importing Country: UKRAINE
Reg. certificate In Ukraine: UA/S4340101
Date of Registration: 120062017
5 Date of Expiry: Uniimited_
Product name ] Lot No. e
suspension oral 200 mg/5 mi
W"‘m" | Albendazole 200 mg/s mi [wg. Date November2021
Dosage form Suspansion orad Exp. Date Oclcber2023
Package size and type 10 mi n vials No.1 in @ pack with Packing insert Sampling Date 12122021
Batch No. [AS2T0307A Analysis Date 15/12/2021
Baitch Size 103,000 Vial Packs of NI |Release Date 201272021
Appr. No. GPB/2122/0CPF GO01272 ! Ref. In-House
Manuta 4! thorisat lﬁi!&ﬂ ]nuuncuuuau OGYEV18271-82017
Name Gracure Liet |E-1105, industrial Area,
Phase [1, Bhiwed, Atwar
301019, India
|sPecmcanon RESULTS
A pirk coloured suspension in glass viais. A pink coloured suspension I glass vials.
The UV.spacirum absompbon of Tes! soluion should cormespond to UV-spectrum of | Complies
Standard solution at the range from 280 nm to 340 nm.
The retention time of the majer peak of Abendazole in the chromaiogram of test Complies
sciution oblained in Assay test should pond 10 the retention time of Albendazole,

peak in the chromatogram of standard sokution.

The retention times of the major peaks of
benzoate in the chrematogram of the lest sohution obtained in Assay lest shoukd

Propylparaben and Sodium |Complies

The UV-spectrum absorplion of test soluton should have a madmum at the wave
length 532 nm (45 nm).

ot ess than 30 minutes

45-60

o

any individual impurity (1)
@

(&)}
@

¢ |g|_¢ B8P App. VL
5 |Related substances (BF, by HPLC)

|Not more than 1.0%

lﬂﬂml‘m!.ﬂ%

0.238%
0.440%

11 [Microbiological purity,

EP2612,2813, 514

Total Aerobic Bacterial Count (TAMC) - NMT 107 chuimi
Total Yeast & Mould Count (TYMC) - NMT 10" chumi
Escherichia coll - absence in 1 mi

m¢

_o-mggp_ | Executve QC P_-_-w_ “Ee) M TmMOCT 2
= oI\ SDak 1
—— A, 4N\ A Wﬂ“ L)

Regd. Office : 251-284, lind Floor, DLF Tower, 15, Shivaji Marg, New Delhi-110015 (INDLA)
Phone : 01147770900 Fax : +91-11-47770090 e-mail : gracure@airtelmail.in
CIN : U24232DL1902PLC049002



JIEPXKJIIKCITYKBA
JTEPKABHA CJIVKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHX YV KHIBCBHKIA OBJIACTI

npocniekT Banepia JlobaroBcekoro, 51, M. Kuig, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kox €EJIPTIOV 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JiKkapcbKoro 3acody

28.02.2022 Ne 7293/22/10

BOPMIJI

(naliMenyBanns NikapceKoro 3acofy 3riZiHO 3 peecTpaliiiHAM NOCBIMEHHAM )
cycneHsis opansHa, 200 Mr/5 mur; mo 10 ma vy duaakoni; mo 1 paaxoHy B Kopoomi

(opma Bunycky, nozyBanHs, BHJ| NIAKYBAHHS JIKAPCEKOro 3acoby)
Howmep peectpaniiinoro nocsigaenns UA/6434/01/01 crpox aii peectpaniiinoro nocsigaenns 01.01,.2099
Cepis nikapcskoro 3acoby Ne AS210301A KinsKicTs BBE3€HOTO Jikapcskoro 3acoby 1050

Bupo6auK I'pakype ®@apmacsrorikanc JITJL, Iunis

(nalimenyBanns pupo6uuka Nikapcskoro 3acofy, kpaiHa NOXOKEHH)

Beezeno B Ykpainy ToBapHrcTBO 3 06MexkeH0I0 BinnoBinanbricTIio "Beura JIT/1", inenr.
wxon: 21947206

(naiiMmenyBanns Ta koj 3a €JIPITIOY opuauunoi ocobn abo npizeame, iM's, no GaTeKoBi
disuunoi ocobu - nigmpuemiy, 1 Micle NPOXHUBAHHSA Ta peecTpaniiinui HoMep o6mKoBoOT
KapTKH [UIATHHKA MoJatkis abo cepis Ta HoMep nacnopra)

IpoTtokoa Bisyansnoro konrpo.o sig 15.02.2022 Ne 0445/2.

3a pesynsTaTaMH JAEpXABHOIO KOHTPONIO BCTAHOBIEHO, WO JiKapchkwil 3aci6 BBezeHo B VYkpainy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0e3neuenHs AKOCTI IIKapChKUX 3aco6iB.

7%/ Bnagucias [IETPOCOB

(mianuc) (iniuiank Ta npissume)




JIEPXKJIIKCITYKBA
JTEPKABHA CJIYVKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM YV KHIBCHKIA OBJIACTI

npocriekT Banepia JlobanoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, https://www.dls.gov.ua, Kox €E/IPTIOY 37078774

BHUCHOBOK
Npo AKiICTH BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody
11.05.2022 Ne 18514/22/101I1
BOPMIJI

(naliMenyBaHns JTikapcsKoro 3acofy 3riZiHO 3 peecTpaliiiHAM NOCBIIMEHHAM )
cycmeH3sis opansHa, 200 mr/5 ma mo 10 ma v paakoni; mo 1 ¢gpuaakoHy B KapToHHIHA KopoO6ni

(opma BunycKy, AO3yBaHHSA, BHJ| IAKYBaHHSA JTiKapCcEKOro 3acoby)
Howmep peectpaniiinoro nocsigaenns UA/6434/01/01 crpox aii peectpaniiinoro nocsigaenns 01.01,.2099
Cepis nikapcskoro 3acoby Ne AS210301A KinbKicTs BBe3€HOTO Jikapcskoro 3acoby 6000

Bupo6auK I'pakype ®@apmacsrorikanc JITJL, Innis

(nalimenyBanns pupo6uuka nikapcekoro 3acofy, KpaiHa NOXOKEHH)

Beezeno B Ykpainy ToBaprCcTBO 3 06MexkeH0I0 BignoBinanbuicTio "Beura. JIT/I", inenr.
wxon: 21947206

(naliMmenyBanns Ta koj 3a €J[PITIOY ropuauunoi ocobn abo npizeame, iM's, no GaTeKoBi
disuunoi ocobu - nigmpuemi, 1 MicHe NPOXHUBAHHSA Ta peecTpaniiinui HoMep o6mKoBoT
KApTKH [UIATHHKA MOJAaTkis abo cepis Ta HOMep nacnopra)

MpoTtokoa Bisyansnoro konrpo.o sig 11.05.2022 Ne 1042/2.

3a peaymsTaTAMH JEpXABHOTO KOHTPONIO BCTAHOBIEHO, IO JiKapcekwii 3acié BeeseHo B Vkpainy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3abe3neuenHs AKOCTI IIKapChKUX 3aco6iB.

i 7#/
1.r~ XOH1Pgp)
> Bnazucnas [IETPOCOB

(mianuc) (iniuiank Ta npissume)
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