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COMMITTED TO HUMANITY

Manufacturing Country: INDIA Reg, certificate in Ukraine: No, UA/6434/02/01
Importing Country: UKRAINE Date of Registration: 08/06:2012
Date of Re-reglstration: 19/0572017
Date of Expiry: Unlimited
CERTIFICATE OF ANALYSIS

Producet name VORMIL Lot No, VMI162
chewable tablets 400 mg,
Active ingredient and amount per | Albendazole 400 mg. Mfg. Date 0872024
unit dose
Dosage form Chewable Tablets 400 mg, Exp. Date 072027
Package size and type 3 tablets in a blister, 1 blister ina | Sampling Date 2610972024
pack with Package Insent,
Batch No. VMI62 Aunalysis Date 26/09/2024
Batch Size 120,000 Packs 0f N3 Release Date 0271072024
QC Appr, No. FP/25/0796 Pharmacopocial Ref. INHOUSE
Manuiacturing authorisation Gr25/1663,CG/28/1182, Centificate of GMP 04372624/GMP
on formy 26 from 23/03/2024 Compliance = ¢
Company Name Mepro Pharmaceuticals Private Address ©L e Unit HQ-Road, Phase 1V, GIDC,
meed Sl oo e Wadhwan, Surendranagar,

- Gujarat, 363038, India

No. Test L0 Specifieation " S Results

Lo Deseription 7.7 U White tooff white, oblong, biconvex, uncoated White 1o 'off white, oblong, biconves, uncoated
(visual) . “ o] tablets with o score ling on one side and debossed | tablets withu score line on one side and
. SVORMILY, N ) L debossed “VORMIL,
2 | Identification i ' ) -
2.1 | Albendazole ‘The retention time of albendazole peak in the The retention time of albendazole peak in the
{BP; App.IIIDHPLE) chrommsiogram test solution should corres;mnd to chromatogram test selution corresponds to that
that of the chromatogram of the standard sofution of the chromatogram of the standard solution
: obtained during p.7 «Assayn obtained during p.? «Assavn
2.2 | Sodium Methylparaben, The retention times of Methylparaben xmd The retention times of Mcthylpar‘lbcn and
Sodium propylparaben Propylparaben major peaks in the chromatogram of | Propylparaben mujor peaks in the chromutogram
{BP, App.TUD,HPLL) the test sofution should correspond to of the test solution corresponds to
Methylparaben and Propylparaben major peaks, Methyiparaben and Propylparaben major peaks,
respectively, in chromatogram of the standard respectively, in chromatogram of the standard
solution as obtalned during «Assayn solution as obtained during «Assayn
3. | Average weight 830mg+350% 852.72 mg
(BP-App.XIG)
4. | Uniformity of dosage units | The requirements are considered to be metif the AV = 1.09
ANEDR, 2940(PBM)) g acceptance value. for 10 tablets is less or equal to

15, If the acceptance value is higher than 15, the
test should be repeated using another 20 tablets to
caleulate the aceeptance value. The requirements
are considered to be met if the final seceptance
value, calculated for 30 1ablets, is less or equal to
15 and cach individual content of tablet is not Jess
than {1-0.25) x M and not more than (140,253 x M
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COMMITTED TO HUMANITY

No. Test Specification Results
S. | Dissolution Not less than 75 %((Q) in 45 minutes 96.89 %
(BP, App. XD,
BP. App1IB UV)
6. | Related Substances Any individual impurity - NMT 1.0% 018 %
(BP, App. 1D HPLC) Total impurities -~ NMT 3.0% 0.18 %
7. | Assay At the tinie of During Shelf Life:
Albendazole release:
(BP, AppJHIDHPLC) 380 mg to 420 mg 360 mg to 440 mg 404.08 mg
{93 % to 105 %) {90 % 1o 110 %)
Soedium Methylparaben 1.0 mg Atablet = 10 % 1.0 mg Aablet £ 20 % 1.00 me
(BP, App.HID.HPLC) g
Sodium propylparaben 0.2 mg /tablet+ 10 % | 0.2 mg Aablet £ 20 % 0.20 mg
(BP. App.HIDLHPLC) -
8 | Microbiological Purity .
(BY, App.XVI D, Total erobic microbial count (TAMC) : 10 cfu/g.
EP2.6.12,26.13.5.1.4) NMT10? efu/g. ,
" | "Total Yeast & Moutd Count (TYMC):- “Nil
NMT 10° cfu/g. I o
« - | Escherichia coli: Must be Absent perq.-. - Absentper g o
Comuients: the bateh complies 10 the established quality standards and IH specification. No.- MPISPEC/ER/0226/0. -
Storage conditions: Store below 25-°C, in original packing away from children. ' ' s
Certification statement: “I hereby certify that the above information is authentic and accurate. This bateh of product has'been manufactured
(including packeging/labeling) and quality control hus been carried out at the above mentioned manufacturing site in full compliance with the
GMP requirements, set by the focal Regulatory Authority, and with the specifications contained in the Marketing Authaorization of the
Importing country, The baich processing, packaging and analyses records were reviewed and found to be in compliance with GMP."
Analyst: PRRC.PS, ‘ ‘ , ’ e,
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