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Nome of Product; METAMIZOLE SODIUM MONOHYDRATE Sam*jlng?;te: SREIS08IH i&fm%ﬁi el
5 91081227 AE 7 B 2021-08-12 | A 2025-08
Batch No: Date of Manufacturing: Expiry Date:
it B KRS TRE G
| Quantity: 3184 kg Resord No: 216050885 Rovort No: 216050885
*T?ﬁﬁ‘i%ﬁt EP10. 0/C0S WRACER: 3.5
Reference Standard: EP10.0 and R1-CEP2001-356-Rev04 requirements Product gade: '
oL REE! AL Y IR
Items Specifications Results
TR H e FafagRita xR i ;
Characters White 6r almost white crystalline powder Whita crystalline powder
8 AR P A & :
Identification A:IR Comply with reference spectrumn Comply with reference spectrum
D SNERERT BERM {
» Dy Reaction of sodium Positive Positive
Jachion]
Clarlty of solution Clear Clear
<BY6 < BY6 '
5% Color of solution
BOBELT <0, Inl 0, 02M NaOH {MiSRGTRMR LG
Acldity or alkal mily <0.1in! 0.02M NaOH change the calour of the indicator Complies
: <0,5 R A (<0,03%)
Related substances Impurity C(%) Disregard (<0.03%)
0. 15 0.069
L lmpur]ty.E(/a}
. =0. 05 At =
. Unspeclfied impurities(%) Distegard (<<0.03%)
<0.5 0.07
. Total impurities{%)
<0.1 <0. 08
Sulphates (%)
: 0. 002 |=0.001
Hedvy metals (%)
4.9-5.8 5. 14
Loss on drying (%)
BLF S € 99, 0-101. 0 99,2
Avysay (on dried busls)(%)
; <1000 66

Residual solvents: TGthanol {ppm)

% A% EP10. 0/C0S M, LR EHAMR
Conclusion: The product is tested in dinde with EP10.0 and R1-GEP2001+356-Rev0d 'requiremerits . The ebove items mieet the requirement.
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Rem QA ]‘j :ﬁ‘ , Retest period:thirty six menths according to CEP
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