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AMANUAIZIANIZYD91 Sevoflurane liquid 250 ml
¥o81 Sevoflurane liquid 250 ml
AauaNTFAvialY

1. Wuasavanela Lifd

2. Usznausieien Sevoflurane

3. ussghunvusUnain Jestuuas
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Tnglisodldaunsaliafutaglunsifiucen wetesiunisifinszarsvesinuaay

4. amﬂiw%am auUsEnouieddyLasAIuLS Tundn Tununay iauTinEn
wangilouisuen wazannylunsifusnuidnay
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5. uvunangweseiidwausdedideenit 1 U Suantuiidaey

AuFNUANIuvATla
1. Identification test ATIWIU
2. Ynasendagy 99.98-100% L.A. of Sevoflurane
3. Refractive index 1.2745-1.2760 at 20 persaITea
4. Peroxide Not more than 0.22 ppm
5. Fluoride Not more than 2 ppm
6. Non-Volatile Residue Not more than 1 mg per 10 ml
7. Water 0.03% to 0.1% (w/w)
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3.1 HANIATITATIEIRUANHERSusivasEkEn (Certificate of analysis)
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3.2 mamim%ﬁmﬁsﬁammw ”mqﬁu (Raw material)
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ﬂmﬁnwmatiIW’:x?Jaﬁaﬂ Enoxaparin sodium prefill syringe 40 meg/0.4 ml
Foen Enoxaparin sodium prefill syringe 40 mg/0.4 ml
AasauRAvlY
1. asazansUsiAnde
2. Usznausigiig Enoxaparin 9u1n 40 me luansaganey3ums 0.4 mi
3. vssglumauzendausmannide Prefilled Syringe

4. aansyyTunEe, o "’Uﬁmwmma, GG La’uwaﬁLﬁwﬁw%’Uawlﬁ’aeﬁwa%’mmuuumwzmiq

< v R : = v w oAl
5. 91gvasendwaudetlitfosnit 1 Y tuainSuildawou
AuaNUAnIamaila

1. Identification AsIRRTunAisEylu finished product specification

@

2. Ysuraudnenddey

<

Anti -Xa activity in 1U/0.4 ml 3600 -4400

Anti - lla activity in 1U/0.4 ml 800-1400
3. Ratio of Anti-Xa/Anti-lla 3.3+53
4. pH 55-7.5
5. Bacterial endotoxins (EU/mU) Less than 100
6. Sterility test mwmummﬁiaﬁﬂu finished product specification
7. Particulate matter mmmu@mﬁﬁsjﬂu finished product specification
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3.2 HANIATINIATIIAUNNINGAU (Raw material)
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ANANYMZLIAWIZ YD1 Phenytoin 250 mg/5 ml (5 ml)
Foen Phenytoin 250 mg/5 ml (5 ml)
AnuauUFnlY
1. \Wuansavanela Lifld Useenide
2. Usznaumedngl Phenytoin sodium 250 mg Tu 5 ml
3. UTT A IUEUSIYIanUT AN orTinuiauin type | WuU single dose %30 multiple dose

4. aansEyTes dulszneuiiondfyuarauuss Sunde Wdueny uisdsuaviauneidou

o @ L4

i3ueliognsdaauunussqsioe

AuaNUANISmAla
1. Identification MIIINIUATY Finished product specification
2. Ysnumienddyy 95.0-105.0% labeled amount of Phenytoin sodium
3. pH 10 - 12.3 (USP34)
11.5-12.1 (BP2010)

4. Bacterial Endotoxin Tdwnndn 0.3 USP Endotoxin Unit per mg of Phenytoin
5. Particulate matter MTIVNTUAIN Finished product specification

- WA > 10 pm Laiifiu 6000 aya"A/container

- WA >25 pm laiiAu 600 aynna/container
6. Sterility test ATIVIUY
7. Volume in container AN
8. Alcohol content (873]) 9.0%-119% (USP 34)

9. Propylene glycol (£13) 37.0%-43% (USP 34)
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3.3 sans@nwianuasilussesevesn (Long term stability)
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F}mé’n‘l&mzmwwﬁlaﬂm Norepinephrine 4 mg/4 ml injection
Hoen Norepinephrine 4 meg/d ml injection
AaaNTRn Y
1. WugndlavsimanidoUsung a ml
2. 1 1 ml Usgnaumeserddnyen Norepinephrine bitartrate 1 mg
3. ussqlunusussendausmndeviauiaatn waslosiuuasls

4. amnszyTo dulszneumindfyuaraaiuuse Fundn Suiuoy ineiinge
wazlavngilou shiveledrednauuuussgiue

] +74 o QJ ) </ o v
RAINUUNTULUTITOY NUBERDISYYTRYMIDRIUUsENOUMET d1fnuarAIILLSY

WU Y wavtaviings
d‘ 1] 2 [ 7 I =i = s o dl I
5. 9guaseniidweunaslidosnit 1 U 6 e tuainiuiidweu

AusudANIwmAila (USP34)

1. USunausdnendndgy 90.0-115.0% L.A. of Norepinephrine
2. ldentification test ATITHIUNTIAY Finished product specification
3. Color and clarity AFIVNIURTIAY Finished product specification
4. Bacterial endotoxins NMT 83.4 USP endotoxin unit/mg of

Norepinephrine

5. pH 3.0-4.5
6. Particulate matter ATIIHIUNTININ Finished product specification
7. Sterility test AFARNIURTIY Finished product specification
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AIANBEIAWIZYB981 Cisatracurium besylate 2 mg/1ml Solution for injection, 5 ml
Foen Cisatracurium besylate 2 mg/1ml Solution for injection, 5 ml
AauENTRAI Y

L. Wumsavansla usmanide dmiudn

2. Tu 1 ml Usvnaumeden Cisatracurium besylate 2 mg

3. visglumuredausiaainidesiaunt type 1 Usinns 2 mi
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1. Identification mi?whummﬁiz‘u_h Finished product specification
2. Ysnwmenddy 100-110.0% L.A. of Cisatracurium besylate

3. pH 3.3-3.8

4. Sterility test maa}ﬁhumuﬁ'wﬁlu Finished product specification
5. Bacterial endotoxins mwmummﬁizqh Finished product specification

6. Particulate matter/container
- UUIA > 10 um Lsiviu 6000 pun1A/container
- IR >25 um litAiu 600 ayae/container
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Qmé’nwmmwwmaam Acetylcysteine 200 mg powder
m Acetylcysteine 200 mg powder
2. ANV
1. Wuemg

. Usznausie Acetylcysteine 200 me/ao9
usselunwurdaain Joafunnudy

aanszydon dwsznavisdrdyuazenunss Yundn fuguawq laUfinGn wawaY
neidousivenliogrsdaauuuussyiud (aviavasaviondewiefiuve) LazaaInUULKIY
iouurnvieonasnsdn egnlesdosszylesviedenanisdn viedulszney vieruinaiu

LTINS

wswesen Judueny aedinde Litnou
3.ausuUAnamnaia
. : 4 - T
1. Identification mmamummqu’lu finished product specification

[

2. USunsnendngy 90.0-110.0% labeled amount of Acetylcysteine
(calculated on dried basis)

3. Uniformity of dosage units mw&hummﬁﬁzﬂu finished product specification

4, pH prarusaisyly finished product specification

5. Moisture content A3 UANAIEYl finished product specification

4. puautiniunaiinyas Raw Material (API)
HAN1INTIVTATILVANINATN Raw material specification Aaanzilay

5, Goulydue
5.1 dunamdeienansnisldiueygatunsdeusiueifosmhelulsanalneg wardung
(declare) Wnadnan
5.1.1 Tuddynstunzideusnuen (ne.2 me.3 .4 udausnsd)
5.1.1.1 lunsddusinanluusemelneg (anofis ne.2)
5.1.1.2 lunsdidugmindrifiomsudeussy (aneds ve.3)
5.1.1.3 lunsdlidugnidhandaussima (vuneds ve.4)

5.1.2 TudveungiTous vie.1 veenfilaussnn wiousiuasBunnsnuquANATHYaS
nEafusinuitungidould (Finished product specification) nsdifleg sgninsmaiuAsuudasudle
Wiudiuezdesuuenasiaduunmneisvainsveudlasindau Finished product specification

5.2 lunsaifiowanluuszmdlne fuandedidiunnmdronifsdesusannasgrumsning au
vdnnaIBNSTIR UM SR veensENTENEIAY (GMP) Tunagilausmsatiusignniuseunis
nsavaey tnefnansiuseseiufiauniuay Juilnanen

TunsaifidugnindranisUseme guandosddiunnimaromisde fuseswnnigiunisuan
grmudnINaei I SRl sARgvesUsEmAdkEn vie Certificate of pharmaceutical product
adusganusauningvasy tnednansiusesdsiuiauenauas fuiindnen  nsdiduatulaly
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5.3.1 Nan3n3I9ATRRMNIWKARTsT 98 NER (Certificate of analysis) Tuensuiidadu
PRIt
5.3.2 HamInsieneigunningiu (Raw material) vasshenddyildlummnangfud
E‘iaLfJuﬁ’aadNﬁ’ﬁm@;ﬁwammuax%mﬁmi’mau
5.3.3 Han1sANwIANAIlLITEZ8 I8 (Long term stability) maammmqfummﬁﬁu
Nyl
5.4 fatneen
5.4.1 fiauesiafiosdsfiedeetianien 1 naos daduiunuiansuasdealspsudan
mufitmualuidenmautivluinedy
5.5 msUseiunua e fidewey
5.5.1 engflaifin 1 ¥ tuanfuiindnauiiefudmeu
5.5.2 e WnaInTidaeu fpsdsdunamdeluiusemansiinngioniuidweuves
W
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5.5.3 lunsdlfimhonuhnsguieduniidwesuiiodmnedinmzinunim mienuazi
nilidefosvediodnten Tnsfurgasdosdisnfiudnausiuiiviisnudimsiahnssinasdy
giuinveuaildinslunsnysiinnginunmuazansuinsgu (Reference standard) Tunsdifinuinenlyl
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5.6 ﬁﬂma@uaamﬁaﬂﬁwmamu%aawﬁmLﬁmﬁ’uﬁmwﬁwmmsz@ﬂﬁuﬁmmﬁué’mammﬁu
vioffunesnedudarion
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ﬂmﬁnwmﬁﬁaﬁaﬂ Ipratopium Br 0.25 mg + Fenoterol HBr 0.5 mg/ml Solution 20 ml

1.3981 lpratopium Br 0.25 mg + Fenoterol HBr 0.5 mg/ml Solution 20 ml

AauENUR

¥ & Il g [ s < ' E
1. Wugmhusiannae la luisd dwiuldiuieSeanugn ( Nebulizer )

2. Usenausedign Fenoterol hydrobromide 0.5 mg./ml. Wag Ipratopium bromide 0.25

me/ml. Y3u1msussy 20 ml

3. usslunmrurussyUnaiinuiy Luu multiple dose

< | u 0 w v s o &
4. wRINIBYToY EUUUﬁgﬂE]'UWrJEJW?I’JﬂEUULLﬁBﬂT'!lILL'N JUNER maumq

wuinaRLazianzieuisuenliognadmauuuussgius
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1 ar o o U 9 & =
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2.ausutAnIanaina

1. Identification
specification
2. Ysunaudandfgy

bbEi®

3. pH

specification

4. Impurities ( Degradation product )

- Fenoterol degradation impurity A
(2(1-p-hydroxyphenyl)-1-methylethyl-
4,6,8-trihydroxy-1,2,3,4-
tetrahydroisoquinoline hydrobromide)
- Ipratropium degradation impurity
(85-\'sopropyl—3B—hydroxy’tropanium
bromide )

5. Active ingredient decomposition

6. Minimum fill
7. Iron

8. Microbial limit test %38 sterility test

mmﬁhummﬁﬁsqlu Finished product
90.0-110.0 % labeled amount of Fenoterol HBr
lpratopium Br

| < i d
ATIARUAUTEyYlY Finished product

TaivAu 1 %

T3y 2 %

AsI9RULASElY Finished product
specification

ATIINU

laitAiu 5 ppm

AT
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3. AuauUANIwwALATDY Raw Material (AP])

L3

= : - =
HRNT1TATINNATIEAAUNTNAIY Raw material specification Naanzluau

q

4. woulvauy
4.1 duunametgenaimsiasuoyymdunsdeuisveniiadmieluusunelng

warduAs (declare) WARINER
4.1.1 Tuddymstunsdeusniuen (me.2 ve.3 ne.d udusnsd)
4.1.1.1 Tunsdldueniindsludsemdlne (neds ve.2)
4.1.1.2 lunsddugmiduionisueussy nede vie.3)
4.1.1.3 Tunsdhduandidioinmalssme (wuneia ne.q)

4.1.2 ludwoiunsidous vie.1 vesnilauesan
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MUMEINETIE N1 ARUNSHARE1UBNTENTNAS TG (GMP)
TumnagiiiaustsatuagamusoumsnTnday
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4.3.2 HaNINTIVIATIENRNNIRGAU (Raw material)
vasnedfililunssdnenduiidadumeiosidneuasiuaningiu
4.3.3 HAN1SANYIAILAIRI USZEZE1798981 (Long term stability)
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4.4.1 flauasinfeddsiiegeenagaes 1 nasa
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