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3. AnauUANILmAiia
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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
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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
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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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Acetylcysteine 600 mg effervescent tablet
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Hoen Acetylcysteine 600 mg effervescent tablet
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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

WBkVgansns adavwaileg WNFUNTUARFING VIBFURANS WnFYNIARRRNS wnin
UsesunssunIg N3IUAT NIUNT



wihit 2/3 ngud 5 er¥nulsaszuumaiumela (lenasuuu 1)

4. Joulvdue

(1)

2)

(5)

(6)

NLﬁuai’]ﬂ'l(;\@ﬂEJUﬂWLUWﬂWWﬂ’]EJL@ﬂa'ﬁ Wi@NaQaWEJﬂJ@‘UEﬁUi@QLE]ﬂa'ﬁIﬂEJN‘MEﬂu'H] 5786“1@8@@\1‘1«!
enansmisliiuoygntunsiouisusuiodmhelulsundlng uazdns (declare) wnasdn
1.1. Tuddymstunsifousiiiuen 1ud ve.2 o3 ve.s vie 0.2 udusnsdl
- nsdidueniindeluussmelng vianeds ne.2
- sdffusnindiitensuisussy e ve.3
- nsdidugmindrandissame wneds ve.a
1.2. Iumsuamumwau ne.1 w3 8.1 vew fiauesim nieusieaziBenihdenismunuamninyes
wamm%mww‘w \Jeu (finished product specification) LLa“mamwumﬂmmwmmmmu (drug
substance specification) ﬂimmagismwﬂﬁmasJuLquLLﬁlmwummumaaLLu‘ULaﬂmimsmaufﬂm
(#.5) 3o finished product specification Waz/wse drug substance specification laguauwdly
ewiulsgnimlszniasadidnvselind wazldiiiu 2 ¥ s Sulssmeszmesadidnnseiind
1BNENITTUTWNINTFIUNISHEN SN
2.1. nadlendnludszmalve dudndosdiionarsiusesnnsgrunmsaaneimuvdninusiuagisnisiaty
N8N GMP-PIC/S Tagniaganu PIC/S participating authorities 'vﬁaL@ﬂﬁﬂi%ﬂiaﬁmﬂmiﬁﬂuﬂﬂiwﬁﬁ
gumdninasiuasIsmsilunanevesditinnuanensTunToMILAYET NTENTIEISITEY
Fatmuntulnefienuaenndowuazviniiontu GMP-PIC/S Tumnneniiauee aluagAnINToU
minageulneiinanisiusesiiviulsznmaussmasadidnnselind
2.2. nstlenhiinnedszne duandeedlionansiusesnIgIuNIHARIIR A NINATLAL ISR
luwdner GMP-PIC/S Taewiaeanu PIC/S participating authorities #38 current GMP (CGMP) 984
Usswegnan aduaiganuseunsnsivdeulaeinanmsiusesieiulssmeussmanandidnnseiing
V3001YARDATN UAIUANTE
lonasANANYAIL Y TILALBTIA
3.1 HaN1IASI9ATIE RN KA Susied 15 3UveedRER (certificate of analysis of finished
product) luenguitdadusosig

[

3.2. HANIATINATIERAUNINTRgRUVBIRIE1EAY (certificate of analysis of drug substance) A4

o
v

Tunsudnerundaiuiegoiweuineuazinaningiv
3.3. lonasvsenanguBuduanuduiusseninsqunisudnvesingiufend ey (drug substance) 4o
3.2 MuguMswinvewdnduaiendniagy (finished product) 4 3.1
3.4. nan15Anw long term stability nasativergreseiunzidoulifudinanunnenssunsemis
WA NIENTIETITUAY
| < [ A a0v & Yvoa A v ° |
nansuansIeauaugnuIinidugndavsedunudmielagnss

R1)
§i7981981

[

5.1. flauesinn fesdeiiegsenegutes 3 wihsussydae dadufununaniineazidoaldasudiu
munfvualuidenmuautiviludiesiu
nMsUsERUANAINEI DY

v ¢

wewWndavsns aduwwiue WTUNIVEITING WNRAURANS WdnsARARNS w10 TR
Uses1uNIINNIT nIsUNT N3IUAT



Wil 3/3

6.1.
6.2.

6.3,

6.4.

6.5.

o @ a
naum 5 erinwilsassuumaiumiela (enaisuuu 1)

dl ] v al [ ! A L% (% !
m‘mmmummumql‘z’flé'ﬂuuaﬂmﬂ 12 19U YUINNIUEILaU

gmnenidaey aedesdsdiunmdeluiusomanislinsziejuiidwouvesindn uazly
Anniingiunavesdneuasinan inguldnaneguiidey
MimsdsuuasingavliudsiFonsiunnass wieudduiinsedingAui
AnE

Y

npAunRsulUwuuivauAT

ﬂiiﬁﬁ%ﬂ’aEJS’VUﬂWi‘VTWm'ifnghaﬂﬁﬁﬂﬁﬁﬁﬂNaULﬁaﬁﬂm‘i?ﬁLﬂi’l%ﬁﬂmﬂﬁw MY IYImeEe
fosvaiadeen Tneduieasdesdsniiudnausnuiiniisssnsdmslinseiuasdug
Sulimveurleiiieatodunisnmeiinszinunm nsdifinuielidulununudnumzane
mhesmsveanudnshifuinsanmsiauesmeidinanvesfuouas/vieduanluadedely
fueavdesiuasunilesilndvuney viadlaiamaidenanindeusznislag deusmuslag
laifiFeuly

Huedusenlienidndegygneunsuimun lunsdseludl

7.1.

T2,

Tl
7.4.

nstinansguralingienil Taensuivemansnisunndusevesu fURMsAlAuINsgIU ISO/IEC
17025 #ansniadinseilididulumunnnsgrudermunlulssniadssnmasan

a (% L3

nsdlndndusieviaigniseniiuiunndemainlasdinauanenssunisermsuagen Turasam

[%
&

YDIF YNV TDILUNE

oo

o ]
NSNAMENTTUNITRAIUITEUUHILAIIIRUTZNIATIAINAI8INS 85 1A 87 LAY LLazQ’mahjmmm
USusnavnelnldiiusiansanaile

nsawulgmaunmanwindusieniineadmaneussavsrauasaudasnsioseffedladiuen

%u'amwms‘uaaqauﬁwﬁlﬁuﬁmimwamﬁmsﬁawﬁﬁﬂizi’agm%'aﬂLﬁ"uﬁulmaﬁwﬁmmﬂmmwmi
psuazeluszaziigl 1 U neuiulsznialseninsieddnnseing

€

Wk INggMsns adamwiiivd WFUNTVYIFITNG B1AFURNG WFUNIARRNS 1030

Use51UNTIUNNT N3NNI N33UNTT



wihil 1/3 nauil 5 endnwnlsaszuumadumels (enansuuy 1)

AN BULIANIE VBN
Bosentan 125 mg film-coated tablet
(GPU 461471)
1. Tow1 Bosentan 125 meg film-coated tablet
2. puantAnaly
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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%
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