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ANANWINSLANIZVBIYT Tramadol HCl mel.& mg + Paracetamol mls& mg tablet

Foun Tramadol ee.& mg + Paracetamol mlo& mg
AWIATHDING 81 @ WA Usenouseiend@fty Tramadol me.& mg + Paracetamol mo& mg
Tl T¥dmusuusenu
AnsaNFlY o. faanuSoienmstiiuen seyfeaioyynaen, vunm, B9, Sunde, u
vun9y, Laviedn, wanziiousiulivaau
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Drug substance specification

[OF

Tramadol

e.® ldentification

®.lb Assay

®.;n Water determination
e.& Residue on ignition
@.& Content of Chloride
®.0 Acidity

®.¢0 Limit of Tramadol related compound B

®.@ Tramadol related compound A

o.« Individual impurities

@.@o Total Impurities

Paracetamol

b.e |dentification

b.lo Assay

lo.en Loss on drying

lo.« Residue on ignition

.& Limit of Free &-Aminophenol

.o Acetaminophen related compound B
.oy Acetaminophen related compound C
. Acetaminophen related compound D
.« Individual unspecified impurity

b.@o Total impurities

,,,,,,,,,,, Ussounssums  awto. Ama ePeae nssuns  asie
(U9E1733n97 duadies) (W8T naanyyEIn)

SRRy

®z.0 - ®@o.0%

Not more than o.¢%
Not more than o.#%
®6.D - ow.e%

Not more than o.@ mL
Not more than o.lb%
Not more than o.0%
Not more than o.#%

Not more than o.&%

TR T 52y

®z.0 - ®@0w.0o%

Not more than o.&%
Not more than c.e%
Not more than o.co&%
Not more than o.0&%
Not more than o.0&%
Not more than o.0&%
Not more than o.0&%

Not more than o.6%
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Finished product specification

®.
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Identification ATITEUITISEY
Assay
b.® Paracetamol ®0.0 - ©©0.0%
.o Tramadol HCl ®0.0 - ®®0.0%

. Uniformity of dosage units Not more than e&.o

. Dissolution Not less than @o% of LA in o min 4 b ARy
Limit of p-aminophenol Not more than o.0e%
O-Desmethyl-tramadol Not more than o.0%

. Tramadol related compound A Not more than o.lb%

. Unspecified degradation product Not more than o.lb%
Total impurities Not more than o.c%

®o. Microbial limit test

Roulvdug

®o.® Total aerobic microbial count < @,000 cfu/e
®o.lb Total yeast and mold count < @oo cfu/g
@o.m Bile-tolerant gram-negative bacteria count < @oo cfu/g

o. Hdnunluddgynistunsideudiueveansensnansnsme
b. InlidesuseunsgIuMnanImNndnNNTika TSN SARLUNIHER (GMP) 184NTENTA

ansnsaugusevaUssmadndn lumnaefiduevie (nsdliluewdslussimalng wiandn
NNAUTENA ATUEIRU)
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.0 HANPITIAT RN AR ST nan (Certificate of analysis) vasenjuiitundy
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€lo HaMINTIVBATIRAUAMIRGAU (Raw material) vasied @y ldlunsndnangwdin
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