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Mack:
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AQB26

Bateh reicasc
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License number; 422

GMP Certificnte Mot MEDAZ 25007

CERTIFICATE OF ANALYSIS

Manufacruring dute; (22008
Expiry dace: 0202029

i 0 tablets in hiister, 3 blisters mcarton box
LTRCPC™ ~BIOCON" UKEAIME

SOL000) tmblets {0 0,000pucks)

Label claim: Each tablet contairs 20mg of Cinnarizine and 40mg af [Nmenhydrinate

Fepistrution certificome i Lk raine;

LI Ine 1200

ANALYSIS FPERFORMED SPECIFICATIHINS RESULTS
| T i s 15 with
ription '1.1! hite 1o almost white, round, biconvex tablets with Gt
I e diameter Smm i
[ Average weight | 30mg = 5 0% g 1502
c IMsinfceracion Tob mors Sran L3 mizoles e 3 minules
b 1dentificalion |. HAL test Confans
@ 2. TLL rest Cuomlarms
m | Diganhdian Wit less than 800300 of the labeled amount of Cinnar?n.3%
| Cimamzing/Bamenkydsinate is dissolved in 15 minutes [ 96 EY
C
a | Relaed substances (HPLCY
| Release: Imparities A, B, €. TLE: Mot moee than (.25% Mat detected
. . Ay unspecified impurity: Mot more than 0.2% ™ot detected
g | AR Total impurities: Nol more than 0.74% Mot dehecred
n Shelf life: Impuritics A, B, T, 1} LE: Mot more than 3.25%
i Aay unspecified impurity: Mot more thor 2% I
= Tofal impuritias: Mot moce than 1.10% - ke B
¢ Relense: Impurity F: Not more than 0.2% Under disregard [imit
h _ i Any unspecified impurity: NMT 0.2% Mot detected
. | RETETN ae: Tl impuritics: Nar more than G.7% Under disnezard fmil
2 Shell life: lnipurity Fo WMT 0.2%
1 Any urspeifed impgueity; WAT 0.2%
- Total impuritizs: Wot more than 1.0%,
1 1

Unifarmity of dosage units
b content wnifomityy

Mol e thae T30

Cinnar: 3.0

Assay (HPLC)

Mt less than 95.0% and not mene than 10305 of U
labeled amount of Cinnarizine and Dimenhydrnie

D¥itnen: 2.4

! Cinnar: 1117, 394
Drirmem: 09 4%

Wierilsial
ot oy

Total acrohic microbial count: Mot moeee than 107 c.00./ s
maximum accepralle count 2000

< 10wy

Tewtal Combired Yeasis/®enlids Count: Wot more than 19
e Fanfe maximum aceeptabie count 2040

-, acliz Azsant feam | gram

< 10 c.fw'p
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cwlry, iF the products are impastad, o o e Do Mesies File foe degg P am investigation medizinn] prviuel, Reports an
production. packing and aralyes were
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CERTIFICATE OF ANALYSIS
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MECFOGHEMIE Avias Athanassios Indastrial Area, Michall Teasloows 2,

Apivs Athmassios, Lonassal, 1107, Oy
License numbe:: 432
P Cerrifizate fon: MEDAEEL25002

e GLENIA

Prodeset: AZALON Z0mz/2lme ebles Ml faeruring dar
Baich Mo: - ADBO2T Expiry dwse; G220

Pack: iFmhblets in blister, 3 Blsters i caran box

Cratomer: LT PO ~BIOCONT UKRAIME

Barch size: 3000000 teblets § LU 000pasks)

Lahzl claim: kach tablet contain: Z0mer o Cimnzrzins and 4ims of Lamensyenmate
Resrpsirptien certthicate m Lkeaime:  LASZINI4A0] 40

ANALYSIS PERFORMED SPECIFICATIONS
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n Shelf fife: lonzurities AL 15, O, ThE: Nnt micre than £9.23%
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Total impurities: Nar mare than 0.7

5 shell life Fmperty Fr 5587 003%
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