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AMANTYLIANIZYBIEN

Paracetamol 325 mg + Tramadol hydrochloride 37.5 mg film-coated tablet

(GPU 665869)

Ho1 Paracetamol 325 mg + Tramadol hydrochloride 37.5 mg film-coated tablet
2. AuauiAnalY

2.1 quiuv
2.2 @ulsenau

2.3 NNYULUINY

2.4 2810

37.5 mg

Juswfiandouiidusiniulseniu
Tu 1 Wl Uszneuseiien Paracetamol 325 mg Waz Tramadol hydrochloride

- ussqluunslnatindesiuautiu ynmbetes (unit dose) UuuHITEYTBNNIAN,

o8 UarANLI WesTYMen nsddrewdu unit dose e
- PUINUTIYNARIAE 30 1 eldiumsesinguuunaednluli
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nan13n5993tAT1siAna mduluaiy Finished product specification Wae Drug substance
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3.1 Finished product specification

40 Test items Specifications

1 | Identification mwmummﬁ‘izﬂu finished product specification

2 | Assay 90.0-110.0 % of labeled amount of Paracetamol
90.0-110.0 % of labeled amount of Tramadol HCL

3 | Dissolution Not less than 80% of the labeled amount of
paracetamol and tramadol hydrochloride is
dissolved

4 | Uniformity of dosage units m’mc\hum’mﬁizqﬁlu finished product specification

5 | 4-Aminophenol mmshumuﬁlﬁzq‘lu finished product specification
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Test items

Specifications

6 | Organic impurities

- O-Desmethyl-tramadol

- Tramadol related compound A

- Any individual, unspecified
degradation product

- Total degradation product

Not more than 0.2%
Not more than 0.2%
Not more than 0.2%

Not more than 0.8%

3.2 Drug substance specification: Paracetamol (Acetaminophen)

h) Test items

Specifications

|dentification

m‘i’sﬁ)thum’luﬁizﬂu drug substance specification

Assay

98.0-102.0 % on the dried basis

Not more than 0.1%

Limit of Free 4 - Aminophenol

Not more than 0.005%

1
2
3 | Residue on ignition
4
5

Organic impurities

Acetaminophen related compound B
Acetaminophen related compound C
Acetaminophen related compound D
Acetaminophen related compound J
Individual unspecified impurity

Total impurities

Not more than 0.05%
Not more than 0.05%
Not more than 0.05%
Not more than 0.001%
Not more than 0.05%
Not more than 0.1%

6 | Loss on Drying

Not more than 0.5%

3.3 Drug substance specification: Tramadol hydrochloride

- Tramadol related compound A

- Individual impurities

- Total impurities

40 Test items Specifications

1 | Identification mms\humuﬁizﬂu drug substance specification
2 | Assay 98.0-102.0 % on the anhydrous basis

3 | Residue on ignition Not more than 0.1%

4 | Content of Chloride 11.6%-12.1% of chloride is found

5 | Limit of Tramadol Related compound B | Not more than 0.2%

6 | Organic impurities

Not more than 0.2%
Not more than 0.1%

Not more than 0.4%
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7o Test items Specifications
7 | Water Determination Not more than 0.5%
8 | Acidity Not more than 0.4 mL of 0.01 N sodium
hydroxide
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AMANBATIANIE VRN
Esflurbiprofen 40 mg transdermal patch
(GPU 1190011)

1. Foen Esflurbiprofen 40 mg transdermal patch
2. anandAnaly

2.1 3Uuuy

2.2 dnszneu
2.3 NYULUTIY
2.4 981N

AVIRIEA TGRSV

Tu 1 uku Usenaudaesien Esflurbiprofen 40 mg
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mamimmﬁﬁLﬂswﬁ@mmmﬂulﬂmm Finished product specification a¥ Drug substance
specification 18198991nLdwf1SuatuIReITu BealdannzdoudsnmenITuNITOIMITUAZEN NTENTI
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3.1 Finished product specification

40 Test items Specifications

1 | Description m’i?%&i’lummﬁszﬂu finished product specification
2 | Identification miaﬁlﬁhummﬁ'izﬂu finished product specification
3 | Assay 90.0 - 110.0% of the labeled amount

4 | R(-)-Flurbiprofen Not more than 1 %

5 | Shape test m?ﬁ]r:humuﬁ’i::qiu finished product specification
6 | Related compound m’i’sﬁlﬂhummﬁizﬂu finished product specification
7 | Mass test mi’m&i’mmm‘ﬁlisqﬁlu finished product specification
8 | Adhesive strength trest m%asi’mm"mﬁiquu finished product specification
9 | Release test mmﬁhumuﬁ’izﬂu finished product specification
10 | Microbial limit test mw&hummﬁixqiu finished product specification
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3.2 Drug substance specification

99 Test items Specifications
1 | Description mmmumuﬁisﬂu Drug substance specification
2 | Identification M‘immumuﬁizﬂu Drug substance specification
3 | Assay 98.0 - 102.0% of the labeled amount
4 | R-(-)>-Flurbiprofen Not more than 1 %
5 | Melting point 109 - 113 °C
6 | Heavy metals Not more than 10 ppm
7 | 2-(4-biphenylyl) propionic acid Not more than 0.3 %
8 | Other related substance Not more than 0.1 %
9 | Total amount of related substance Not more than 1.0 %
10 | Toluene Not more than 890 ppm
11 | Loss on drying Not more than 0.1 %
12 | Residue on ignition Not more than 0.1 %
VUL
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fananitldsueyiiicie

Drug substance specification Wa1sananludiasigiveuan drug substance wioludiases
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AMANBAILIANIT VBN
Eugenol 1.36 ¢/100 g + Menthol 5.44 ¢/100 ¢ + Methyl salicylate 10.2 ¢/100 g cream
(GPU 715231)
1. Faen Eugenol 1.36 g/ 100 g + Menthol 5.44 ¢/ 100 g + Methyl salicylate 10.2 g/ 100 ¢ cream
AasaNTAN1Y
2.1 Unuy Duenadu dwsuldmnnguen
22 d@udszneu 1y 1 viaen Ywn 30 gm Uszneusie Eugenol 1.36 ¢/100 g, menthol 5.44 ¢/
100 g wag methyl salicylate 10.2 ¢/100 ¢
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Wuindnuaziaunz sl fegedaiay
RAINUUNYUTUTIRE e andessEyTan dauusznaufendfy Avause Sudy
91y UAZLAvTINAR
3. AuauUANIawmaiia
Nam’im?ﬁmeﬁ@mn’lmﬂulﬂm’m Finished product specification &g Drug substance
specification M§19899nLadYFSUaTUEIRY FeldannsiTousonmEnNITuNITOMATHAZEY NTENTIT
A5GV Al wdisuiildardeteauatuiifeusiwiolmininnnsgundussulamiunds s
UsgnANsENsIeEnsIsaigy 1389 seyinduen @iufl 2) we. 2562 aciudl 3 nINQIAL 2562 (aeUseniely
SWAIYUAIUT 26 NINgIAN 2562)
3.1 Finished product specification

79 Test items Specifications

1 | Identification miwmumm‘ﬁ'ﬁsﬂu finished product specification

2 | Assay
- Eugenol 90.0 - 110.0% of the labeled amount of eugenol
- Menthol 90.0 - 110.0% of the labeled amount of menthol
- Methyl salicylate 90.0 - 110.0% of the labeled amount of methyl salicylate
pH 45-75

4 | Minimum fill mmshummﬁizqiu finished product specification
Microbial Enameration tests m’sﬁlmumuﬁizﬂu finished product specification
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3.2 Drug substance specification: Eugenol

ngui 3 guivinuazaaenaile (na1suuy 1)

) Test items

Specifications

|dentification

MTIUINUNTEYLY Drug substance specification

Hydrocarbons

M UANNTEYIU Drug substance specification

Limit of phenol

mwmummﬁ'ﬁzﬂu Drug substance specification

Specific gravity

1.064-1.070

Distilling range

Not less than 95% distills from 250°-255°

Refractive index

1.540-1.542 at 20°

~N | OO B IN |-

Solubility in 70% alcohol

mmmummﬁisﬂu Drug substance specification

3.3 Drug substance specification: Menthol

- Individual impurities

- Total impurities

) Test items Specifications

1 | Identification m’mmumuﬁisﬂu Drug substance specification
2 | Assay 98.0-102.0%

3 | Limit of nonvolatile residue Not more than 0.05%

4 | Related compounds

Not more than 0.3%
Not more than 2.0%

5 | Readily oxidizable substances in dl-

menthol

mwmummﬁisq‘lu Drug substance specification

6 | Congealing range of dl- menthol

nTI9UAMNTEYIU Drug substance specification

7 | Melting range of |- menthol

41°- 44°

8 | Optical rotation
(- menthol
dl- menthol

-45° to -51°
-2° to +2°

3.4 Drug substance specification: Methyl salicylate

UD Test items Specifications

1 | Identification mi’gﬂw\i’mmuﬁisﬂu Drug substance specification
2 | Assay 98.0-102.0% of Methyl salicylate

3 | Solubility in 70% alcohol mm&humuﬁssﬂu Drug substance specification
4 | Specific gravity 1.180-1.185 for the synthetic variety;

1.176-1.182 for the natural variety

.............. . S ). S
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U9 Test items Specifications
Limit of salicylic acid and dimethyl 4-
hydroxyisophthalate
- salicylic acid Not more than 0.1%
- dimethyl 4- hydroxyisophthalate Not more than 0.5%
6 | Optical rotation Not exceeding -1.5° in a 100-mm tube.
UL

- nediflaaneidouudansiiu (waive) NM150I9deUSIAsIERs18nSle IWEJULLEMQLEJﬂa’]iMaﬂﬁ’]u
mﬂmwlmuaumma

- Drug substance specification ﬁmﬁm’]mﬂi‘uaLﬂ'ﬁﬁ‘“ﬁ‘uadﬁwﬁm drug substance WIludATIEH

drug substance ?JE]QNN@G]EJ']?HLﬁQ'ﬁU Q‘UUi@Q‘U‘U‘Vi‘LN sliﬂllﬂ’]i(ﬂi’l‘ﬂ’lLﬂi’?”%ﬂiUWﬂWD‘U?JVIﬂ'MUW

- ﬂimwlwimglumswﬂmﬂ (non-official pharmacopoeia) TorinnunnnaudRimanaiinga

Usznause universal tests Uag specific tests mudorimunuazinnsgiuiluveantsiinseii

'
¢

Amunlilusserdmsuguuuueniiug (general requirement for dosage form) %3 The

international Conference on Harmonization of Technical Requirements for Registration of

Pharmaceuticals for Human Use (ICH)

4. Feuludue
wLauaﬁmmmaummmwmmaﬂmﬁ wsamqmauamasusaqLanmﬂmwumuw sreazBundal
(1) LaﬂmsmﬂmuaummumLUaumiusmwamwma‘l,uﬂiumﬁlm wazdag (declare) WraINan
1.1. ‘Lumwmimumwaumsum 1oWn v8.2 9.3 9.4 Y39 8.2 Wausnsel

- nsadusinanlussmdlne vunesa ne.2
- nsdidugniuduiiensuteussy wneds ve.3
- nsdAdusganasUsemea mnaﬁq .4

1.2. IUWW‘UEJ‘UN‘VIUL'UEJ‘H Y. 1 %30 8.1 ?JENEHVIL?{U@?W@W ‘W'ﬁEJﬁJﬁ'WEJauL%]EJC”I‘WJ?JEJﬂ'ﬁﬂ'J‘UﬂQJﬂmﬂ’IW‘U@Q

WA SnuTiTune \eu (finished product specification) LLﬁu“UEJﬂ’]MUﬂﬂﬂJﬂ’]W‘U’EN’JGmWU (drug
substance specification) ﬂsmwamumwqmiLUaauLLanLLfﬂmwumevmmLLuULaﬂmsmsmaLLf’ﬂm
(8.5) W m3ou finished product specification Wag/138 drug substance specification lagvaufly
newiuussmalseninsimdidnnsednd uagliiu 2 ¥ a Juusemeussmasiandidnnseiing

(2) AENTIUTDINATFIUNITHAREN

2.1.
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(7)

Fatmuntulnefimwaonadomasiaiivuiu GMP-PIC/S lumnneniiaueune aduaganusey
mMInTvasulasiinan1ssusesieiulsemeUseninsnBidnnseiing

2.2. nsadgmhiinndwyssima fudndosdiienanssusewnnsgrumsnangimuvdninasivazisnsia
lurdng1 GMP-PIC/S Tnandiea1u PIC/S participating authorities ¥38 current GMP (cGMP) U84
UssinAian aduaganiuseunsnsnaeulnednanssusesieiussmaussnasadidnnseiing
VI0818NABATN UAIWANTE

lonansANANYME TN TaLeTIAN

3.1 HAN1IATIVATIERRUAINKAN Ausie1d S 3U0edRAR (certificate of analysis of finished
product) Tugnsuildandiuetig

3.2. Naﬂ’lim’m’sLﬂiﬁ“ﬁﬂmmwmmummmEna’lﬂm (certificate of analysis of drug substance) Pl
IumimammiumaaLﬂumamwwaawmammua ZENENINgAY

3.3. enasvisenangubudunnuduiusseninequnisuanvesingiudend @y (drug substance) $o
3.2 fuqumswanvendnsduaietd i3y (finished product) 4o 3.1

3.4. Nan15ANWN long term stability maammmqmaamﬁsﬁuwuﬁauﬁﬁuﬁﬂﬂ’mmﬂmsmiumimmi
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6.2. MNNATdDU desdsdnuinmaslususossaniTinse wmsuwawawaamwam uazlu
aLﬂswwmmmmummawmammLLa“wwammmumwammiuwaquau
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7.1 nsdluamsqunsiviinsigsinnt TnensuivermansmsunngvieesjoRnisildinnsgiu 1SO/EC
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AMANBAULIANIZ VDN

Loxoprofen 60 mg tablet
(GPU 206228)
Foun Loxoprofen 60 mg tablet
2. ausulAnaly
2.1 Usuy Dugdfineiinuusemu
22 d@uvszneu Tu 1 e Uszneusiedien 81 Loxoprofen sodium 60 mg
23 aurussy  Ussqluussdaain Josuarady
2.4 281N anNUNUTITeiFeIsEyTon dudsenousend ity anuuse Jundn 5’u§umq
iuinanLaziavzduiuelSodednay
ANUUAYUEUIIEeg ey Ton diulsenaufiendidiey Aruuss Suay
918 Uazlauiinas
3. aududanumaila
HaN19n3293LAs 1A WL ulUnIY Finished product specification Wa# Drug substance
specification 78198491 nLndusfuatuiientu deldaaneidoudenmenssunisemisuasen NILNIN
A15130UG iaE m?Twh%’uﬁi%’é’wﬁaﬁauﬁuaﬁuﬁLﬂsﬁuwim‘%aimimfﬂmmsgﬁuLﬂé’%ﬁw%’uiﬂﬁw%Jumﬁa MY
UsgNANIENTINE53AUEY 1389 S3Usuen (adudl 2) we. 2562 assuft 3 nInIAN 2562 (aelsenaaly
swiaamuneTuil 26 nangnAs 2562)
3.1 Finished product specification

79 Test items Specifications
1 | Identification m’sf\]mumu‘ﬁlwﬂu finished product specification
2 | Assay 93.0-107.0 % of the labeled amount of
loxoprofen sodium
Uniformity of dosage units m’aﬁwhummﬁiwslu finished product specification
4 | Mass variation test
-Acceptance value Not more than 15.0%
4 | Dissolution Not less than 85.0%
......... ol i S
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3.2 Drug substance specification

o v v g
nauM 3 eunUInuasAMEnduLle (lBNaTwLY 1)

%9 Test items

Specifications

1 | Identification

A3I9EUANASEYIY drug substance specification

Assay

Not less than 98.5% of loxoprofen sodium

3 | Purity

- Clarity and color of solution

AN IUANNATEYlY drug substance specification

- Heavy metals

- Related substance

Not more than 10 ppm
Not more than 0.5 %

4 | Content of Chloride 11.6%-12.1% of chloride is found
5 | Water 11.0-13.0%
‘VI&HEJIMGI
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- Drug substance specification f#ansananludinsievivesndn drug substance wioluliamey

drug substance veufnaneduTagy atulaatiunils Fdlnsmsaadiesssinsunnindeiiiivun

4. doulvdus

mLauaﬁmmawumtmmwmaLaﬂaﬁ WiaummwamasusmLanmﬁi@ammmuw UALLDYARIL
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(3)

(4)
(5)

(6)

BemunTulasilruaonadeuagviniiieniu GMP-PIC/S Tununenfiaueie atuaiganiusey

nsasRasulaeiinanissusesieiulsenaUssmasadidnnseding
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Tundnen GMP-PIC/S Taevuaeanu PIC/S participating authorities ¥39 current GMP (cGMP) %84
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3.1 HAN1IASIVATIEVIAUNIMEAR Susied15a3UveedEn (certificate of analysis of finished
product) Tugnguildaduioens

3.2. #aN15ATIRNATIERAUANINgAUTEIRI81E1ATY (certificate of analysis of drug substance) 714
’Lumawﬁmméuﬁduﬂuﬁ’sasmﬁgwaqémammuawiiwﬁmﬁ’mqau
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