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qmé’nwmzmwmaem

iloprost 10 mcg/1 mL pressurised inhalation, solution, 2 mL ampoule

(GPU 205204)

e iloprost 10 mcg/1 mL pressurised inhalation, solution, 2 mL ampoule

AnsEuAT LY
2.1 qukuu

2.2 @nlsznou
2.3 AYULUTY

2.4 231N

\uansazanela dmsuganiu

11 1 Ampoule fvW1Au339 2 ml Ysgnausesiaen iloprost 20 mcg
UssglumauzusIgEUnAInitoriiouty usqlundesnseaevienivue
Uoariuuas

RANNUNUSSYIeIFRIsEyToen daudsenoufendidty Anuuss Jurdn 5u§umsg
avinanuaziavmzidoumivelfognedniay
AINUUAYUEUSIRNegafasyyTosn danusenausendidy anuuse Judu
01y LalauTHan

HaN1595333tAseiAun Iwmduluniu Finished product specification Wag Drug substance
specification f§93eanLndsSUatuiisaty eldannsifouionnenIsTuNIToImMISLaLEY NTENTI
15130487 198 wnduiuiildisdeteafuatuiifeusiwdelmininnesgundussulamiunils s
UsemAnsEnsensIsaigy 1389 seysiiduen @iuil 2) wa. 2562 acfuil 3 nINQIAL 2562 (aedseniely
swisampunuTuil 26 nsnAN 2562)

Finished product specification

h) Test items Specifications

1. | Identification m’iwﬂhummﬁwﬂu Finished Product Specification

2. | Assay 95.0 - 105.0 % of the labeled amount of iloprost

3. | Fill Volume 2.00 - 2.30 ml

4. | pH 7.3-85

5. | Sterility mam’mmuﬁszﬂu Finished Product Specification

6. | Related substance mwﬁhum’mﬁssﬂu Finished Product Specification
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- nsdinvavzidouudanisiiu (waive) Msnmiageuiiaszsisienisla Wdunanaonansvdngiu
AanannlesueyRaae

- Drug substance specification #9159 nlUIATeMvedguEn drug substance wioluiimsizit
drug substance vaunAndITIgU atulaetunils Falinsnsaimsgsdasunnideiininue
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AMENYMZIANILVRIYN
Acetylcysteine 600 mg effervescent tablet
(GPU 300748)

Hoen Acetylcysteine 600 mg effervescent tablet
A

\Jueudiny (Effervescent tablet) dmiusuuseniu

Tu 1 Wauseneudesen Acetylcysteine 600 mg UsiAanniina

- urseUnaiv Uesfunasuaznutu Ingluwsiazidnenvzdosussqagluunsdnadn
- ussqnassaz 10 we 20 Wi ilelduinTesdneuuundesdnlusii
AANUUUSSY eI BIsEyToen daudsenoufendidty annuuss Jurde iu?:umq
iuinanLaziavzidoumiuelfognednian
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Namimmﬁﬁmswﬁqmnwmﬁulﬂmm Finished product specification tag Drug substance
specification 719198930 dURSUatuieaiu FelraansidounenmenIsUAITEIMITLALEY NTENTIA

a5150ugu vl Lndasihuiligedessaduatuiiiisuvimsslmindunesgrunduifulamsunis s
U3zNANTENTINANGITUEY 1509 S3UsTuen UUN 2) w.e. 2562 asiudl 3 nsngau 2562 (asUsznielu
FAIUUUNYIUN 26 NSNAIAY 2562)

Finished product specification

D) Test items Specifications

1 | Identification ms’;ﬁ]mumuﬁisﬂu finished product specification

2 | Assay 90.0 - 110.0 % of the labeled amount of

Acetylcysteine

3 | Disintegration time Not more than 5 minutes

4 | Uniformity of dosage units mmﬁhumuﬁszﬂu finished product specification

5 | Related substance m’mcimm’mﬁwq‘lu finished product specification
NUBLNN)

- nsaeamzitouudinmsiiu (waive) nMsnviadeudinszisienisia Idulanaenatsndng
AanannlasueyiRse

- Drug substance specification #1589 nlUTATevedHEn drug substance wioluliaszit

drug substance vosgianednTazU atulaatunii Fdinsasainszdnsuynidefidivun
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AN BULIANIE VBN
Bosentan 125 mg film-coated tablet
(GPU 461471)
1. Tow1 Bosentan 125 meg film-coated tablet
2. puantAnaly
2.1 3Uuuy Dugndandeuiiauiiniuyssniu
22 dwusenou  lu 1 dlausznausiiesiien Bosentan 125 mg (luzu monohydrate)
2.3 Mupussy  UsqlusieenUnain desfuuasuasanuty
2.4 2870 AANUUUSIYANEIFDITEYTReN dauusznoufendify Auuse Tundn i’u?%;mq
inafindnuaziavnsdoumivelioghadnon
ANUUNYUE USSR aafessyTosn danlseneusendidny Auuse Judu
91 LavLauTinan
3. ArusudAnamaiia
Wan15ns9dtaTrgiaua1niduluniy Finished product specification Wag Drug substance
specification 718198991t Fuatuiieniu dsldaanzidoudenmynssunisemisuaren nsensas
a5n3augY sheil wndyiuitlésededeafuatuiliieusimielmindiuasgundasifuladiumils s
UsEnAnSENsI9ansnsagY 1309 seusiuen (atudl 2) we. 2562 astuit 3 nINg AN 2562 (aelsenielu
swhvnw Ul 26 nIngnAu 2562)

Finished product specification

U9 Test items Specifications
1 | Identification mwshum’mﬁizqiu Finished Product Specification
2 | Assay 95.0 - 105.0 % of the labeled amount of Bosentan
monohydrate
3 | Dissolution Not less than 80% (Q) of the labeled amount of
Bosentan monohydrate in 30 minutes
4 | Uniformity of dosage units mmmummﬁ'izﬂu Finished Product Specification
5 | Related substance
- Any individual unknown impurity Not more than 0.2%
- Total impuirities Not more than 1.0%

R
- nsdiiemsdeundenisiiu (waive) msnsandeudiasissisionisla Tduuansonatsvdngiu
Fenandilasueysiade
- Drug substance specification #a1sananluliasigsiveduin drug substance wislulnsen
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