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CERTIFICATE OF ANALYSIS
STOMORGYL 20
COMMERCIAL LOT: S1T1531AA
PRESENTATION: STOMORGYL 20 / BOX 10 TABLETS
FILLED PRODUCT LOT NUMBER: S1T1531A
MANUFACTURING DATE: 08-Oct-2019 EXPIRY DATE: 09/2022
FESTS THRESHOLDS RESULTS
PINK CIRCULAR CONVEX SCORED TABLET|  PINK CIRCULAR CONVEX SCORED

iAPPEARANCE

TABLET

}[U NIFORMITY OF MASS

NOT MORE THAN 2 OF 20 INDIVIDUAL
VALUES DEVIATE FROM AVERAGE MASS BY
MORE THAN 5 % AND NONE DEVIATES BY
MORE THAN 10 %

NOT MORE THAN 2 OF 20 INDIVIDUAL
VALUES DEVIATE FROM AVERAGE MASS
BY MORE THAN 5 % AND NONE DEVIATES)

BY MORE THAN 10 %

DISINTEGRATION R <= 30 min 6 min

'DISSOLUTION OF SPIRAMYCIN COMPLIES WITH PH. EUR. 2.9.3 (45 MIN) |COMPLIES WITH PH. EUR. 2.9.3 (45 MIN)
Q R=75% 75 %

IAVERAGE (N=6) R >=80% 103 % |
DISSOLUTION OF METRONIDAZOLE COMPLIES WITH PH. EUR. 2.9.3 (45 MIN) |COMPLIES WITH PH. EUR. 2.9.3 (45 MIN)
P R= 75 % 75 %

AVERAGE (N=6) R >= 80 % 97 %

IDENTIFICATION OF METRONIDAZOLE RT IDENTICAL TO THE REFERENCE (HPLC)| RV IDENTICAL(ESIEE REFERENCE

IDENTIFICATION OF SPIRAMYCIN

RF IDENTICAL TO THE REFERENCE (TLC)

RF IDENTICAL TO THE REFERENCE (TLC)

ASSAY OF METRONIDAZOLE (COMBINED
HPLCY

225 <= R <= 275 MG/tab

247.8 MG/tab

ASSAY OF SPIRAMYCIN

1350000 <= R <= 1650000 IU/tab

1510728 IU/tab

METRONIDAZOLE ANY INDIVIDUAL IMPURITY]

R<=10% <1.0%
METRONIDAZOLE TOTAL IMPURITIES R<=2.0% <0.3 %
SPIRAMYCIN ANY INDIVIDUAL IMPURITY R<=2.0% <2.0%
SPIRAMYCIN TOTAL IMPURITIES R<=10.0% 4.7 %

IDENT OF COCHINEAL RED A (TLC)

RF IDENTICAL TO THE REFERENCE

RF IDENTICAL TO THE REFERENCE

[IDENT OF TITANIUM DIOXIDE (CHEMICAL)

YELLOW COLORATION

l

YELLOW COLORATION

WE CERTIFY THIS PRODUCT MEETS THE REQUIREMENTS OF THE COMPETENT
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CERTIFICATE OF ANALYSIS

STOMORGYL 20

NAPTUA TOBAPA: S1T1531AA
COMMERCIAL LOT: S1T1531AA

DOPMA BbIMNYCKA: STOMORGYL 20 / BOX 10 TABLETS
PRESENTATION: STOMORGYL 20 / BOX 10 TABLETS

HOMEP NMNAPTUUN ®ACOBKW: S1T1531A
FILLED PRODUCT LOT NUMBER: S1T1531A

AATA UBFOTOBJIEHWUA: 08-OkTabpb-2019 CPOK rogHoCTM: 09/2022
MANUFACTURING DATE: EXPIRY DATE: 09/2022
08-October-2019

Mbl NOATBEPXXAAEM, UTO AAHHbIA NPOAYKT OTBEYAET
TPEBOBAHMAM KOMMNETEHTHbLIX OPFrAHOB

WE CERTIFY THIS PRODUCT MEETS THE REQUIREMENTS OF THE
COMPETENT AUTHORITIES

NMoanucek / domxHocTb
Signature / Function
Jéréme LORET / Qualified Person

Dr Samuel BARTOLI
Deputy Qualified Person
Boehringer - Ingelheim { P T
Animal Health France ; s Tl
26-UoHb-2020 : ;
26-Jun-2020

Crplwusi
Page 1 of 1

K ib Fait desermzle paie de Bauhi inger tngetiobm
Société par Action Simplifiée au capital de 23 429 398,50 € - 590 800 215 R.C.S. LYON



