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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY :
Hasea npoaywcry: AJILEEJIA®, Tatnerkn 1o 400 ar '
Name of product: ALBELA®, 1ableis 400 g ;
Cuna git: AnsBenpnason — 400 wmr
Strength; Albendazole ~400 mg
Cepis Me / Batch No.: ‘SAR3006 Posmip ynaxosien / Packape size: M3 (3x1)
Peecrp, X/ AR.No.: FP/0002/24 Tun ynaxoskn / Pack type: Exicrep / Blister
Posmip cepii/ Batch size: 100 000 Tabitab Hava nrotopnenna / Vifg. date:s  12.2023
Kin-me ynarosox / Ne. of packs: 33 333 Tepmin npunamiocri/ Bxp. date: 11,2026
Kpaina / Market: UKR )
Peectpauitine nocsigyerns No: TepMiH il HeoBmewenult
Registration Certificate No.; UA/14958/01/01 unlinited validity
Ne o/ Haxsa ananizy - Crenniranin Pesynvrari ananizy
Sr. No. Test name Specification Test result
Omue Bini abo maiixe 6ini, Kanieynonosidni, asoorywni | Binnosizae
Tabmerky sl CIEUEhiuHUM 3aNaxoM, TALEHBE] 3
1 obox Goxin,
Description White to off white, capsule shaped, biconvex, Cainplies
flavoured tablets plain on both sides,
Inentudiranix Yac YTpHMYBaHHY OCHOBHOTO MiKa Ha xpoaator- | Binnosinae
pami  BunpoGosysatioro posunmy, CHEPEAHOTO B
Teer! «inexicHe BH3RAYEHHT», Mac BianopinaTh
Hacy  yIpMMYBaNHA ~ OCHOBHOIQ  fika  Ha
2 XPOMATOTpaMi CTAHAPTHOrO PoIUHAY.
Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram of sample solution s
concordant to that in the chromatogram of standard
solution. - .
Crnpanicts He Ginnie 1,0 % 0,23 %
> | Friability NMT 1.0 % 0.23 %
Ounvopinwicts nosoBanmy AV=LI(L1=15) 23
4 OAHHHLL
Uniformity of dosage units AV<LI(LI=15) 23
Poznagasia . He Ginse 15 xz. 8 xp 49 cex
> | Disintegration NMT 15 min. 8 min 49 sec
Pozaunenny He menme 75 % (Q) 3a 30 ¥n, 92 %
6 | Dissolution NLT 75 % (Q) in 30 min. 92 %
Kinskiche nuanavenna Bin 380 mMr/ra6u. 1o 420 mrfratn. 392,4 mr/Tabm,
Bin 95,0 % no 105,0 % six sassneno? xinskocti, 98,1%
7| Assay 380 mg/tablet to 420 mg/tablet. 392.4 mgfabl.
55.0 % to 105,0 % of the label claim. 98.1%
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Nenfn Hassa ananizy Crenndirais Pesynnrary ananizy
Sr. No, Test name Specification Test result
CynpopinHi moMirmxn OmrvHa fomilika — ge Glrsie 1,0 %, 0,234 %

Cyma momiwox - ne Ginne 3,0 %. 0,234 %

8 Related substances Single impurity: NMT 1.0 % 0.234 %
Total Impurities: NMT 3.0 % 0234 %

MixpoGionoriuna uncrora 3aranpHe gucao  aepolHmX . MikpoopranizMis

(TAMC) — He 6inewue 10° KV O/r. <1000 KYO/r
SaralbHe HHEAO APDKKOBHX Ta IMTiceHeBKX rpHGin
(TYMC) - we Ginnie 10* KYO/r. <100 KYO/r
Bineytuicrs Escherichia coli s 1 r npenapary. Bincyrun

9 Microbiological purity Total acrobie microbial count (TAMC):
NMT 10° CFU/g. < 1000 CFU/g
Total combined yeasts/moulds count (TY MC):
NMT 10? CFU/g, <100 CFU/g
Escherichia coli must be absent per g, Absent

BHCHOBOK: / CONCLUSION:

Tpoaykr skrotosnens, YTIRKOBANO Ta NPOARANIIONARO SrimN0 3 BUMOTAMH peccTpaniiiiore noceinvenns,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudira Ne 080/2023/GMp
Certificate No, 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

Binnopiaze cranzapran Ta suMoram GMP.,
It complies with GMP standards and requirements.

Jliueusin va BHpoGHHELYTRG NiRAPChXHX 3acobin;
Licence for medical products production:

Kt ningeepsicyro, wo aci supoSmi eriwit g niet cepll roTonot np

ONYKWT Gyamin 3mificHent 5 novwifk pignosimiocT 3 BiMOraMy, 3asHaucBe b $IuHIf

hacranesi 3 GMP, aaroepmxepil Minicrepernon oxoponi anopos’s Vipafun, i 3 sinorasy peecTpamtiijtora oche KpaliH npIBHasea,

[ hercby cenify that all the manufacturing stages of (his batch of finished

product have b
Ministry of health of Ukraine and with th

o requizements of the Marketing Ambhorisation file of the destination counity.

o
74
.

een carried out in full compliance with the GMP requirements of the
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Analytical Chemist J"QC Lab In-charge QC Head Qualified Person
In*s/Name: Jf%mu ot B0 Crarmsieance 1.5 PQ_QQ/;{ k,umo.}l, :%ﬁémaa%&i"&?gf
- [Tignuc/Signature: %) = ‘@{wu) _ (p 1111 w 7%&0%6&&&6%/
Aara/Date: of/orlzy o fest [ odloi[ay 24 fecfir 4
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