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1.@mé’nwmztaww%mm Acetylcysteine100 mg powder sachet

Foan Acetylcysteine 100 mg powder sachet

Ansulianaly

1. Huunsyaflazanenindne lidufeuniety

2.lu 1 983 Usenoumiusien Acetylcysteine 100 mg

3. ussglugesdaain Yostuuasazanuduld

4. aanuuATUETIdaEN agnatosazfosszylon dmUsznoufeddny AL
fuAueny uazaiindn (ot/batch no.) egdiau

5. aanuuuTIIiuT ssyfesn drutsznouienddty aruuse Susde Tuduoy
\auiindn (lot/batch no.) wastawnzideumiunliogstaau

AuaulANIunAila
1. Identification mw&immmﬁizﬂu finished product specification
2. Ysunausnendnngy 90.0-110.0% L.A. (calculated on dried basis)
3. Uniformity of dosage units mmmummﬁ'ssﬂu finished product specification
4. pH mw&immmﬁizﬂu finished product specification
5. Moisture content mmmummﬂ'ssﬁlu finished product specification
Raulydy

= ¢

Tu USP 26 filaw1y raw material Foiiadinngidrfgnmsazuansiuluiinsys
gau taun

1. specific rotation A0g5ening +21° uay +27°
2. pH a1 2-2.8 Tuansagangiudu 1:100
3. Loss on drying A1 < 1.0% of its weight

4. Moisture content < 2%



2.ANANYULIANITYBI81 Acyclovir 800 mg tablet

Fay1  Acyclovir 800 mg tablet

AENUAN LU
1. Wusdinviinsuuseniu
2. Usgnaume@ien Acyclovir 800 mg

3. ussluukeegiliflouness w3 blister pack Uasiuaiudu dosseyudesn diuusenauien

v
[ v oa

o d‘ a yd‘ 1 N
AATYMALANLTY TUAUDILYT wAslaINGs (lot/batch no.) LiTukaeag19tnay

4. aan sryven dwulsenauiendfyuarainuwnse Junds Juaueny wuninan wazaanzideu

mFueliegnetnuunuTsyin

AMaNUANIINALIA

Finished product specification : USP 35

Identification test »573HU finished product specification

USunaudnendfgy 90.00-110.0% L.A. of Acyclovir

Weight variation AT

Dissolution test WAAINANITAZAN8YBIRIET Acyclovir litepanin 80 % (Q) Tu 45 un¥l
impurities NMT 2%




3.Qmé’m-}zuzm1/\rlz°uaqa'l Adenosine 6 mg/2 ml injection

Foen Adenosine 6 mg/2 ml injection

AautRnlY
L osduuu duansazaneusiennidela dmsuladivaendens
2. dulsznau Usenaumesen Adenosine 3 mg/ml Tuansaganausunms 2 ml

3. 9uAUsT]  UTsglutnuiUnAaInie Type |

4. 2870 - dovn dhudsznaudiend iy arauss Yuilnde Tuduey waiinan UsEiHan
waziavnzdouisuenlitanuuuussyi
- DuMTUEUITIeEsTesfatsryTesn dulsznaudendifty aruuse Tuduey

G
AuaNUANIINALIA
- Finished Product
AuENUANImALlA USP 38
1. USunaudendnfgy - 90.0-110.0% of the labeled amount of
Adenosine
2. |dentification - psavshuadisyyly Finished product

specification

3. Bacterial endotoxins - NMT 11.62 USP Endotoxin U/mg of
Adenosine
4. pH - 4575
5. Particulate matter Rl RV REL AT U 1u Finished product
-u1a > 10 um LAy 6,000/container specification
- u1A > 25 um LAy 600/container
6. Chromatographic purity - Any individual impurity: NMT 1.0%
- Total impurity: NMT 1.5%
7. Sterility test R Y LN REL T ylu Finished product

specification

8. Volume in container - ATIINIUAIUNTY Y 114 Finished product

specification

- Drug Substance Specification: Adenosine

AMaNUANILNALlA USP 38
1. USunaudnendnfgy - 98.0-102.0% of Adenosine (Calculated on the dried basis)
2. ldentification - AU
3. Specific rotation - -68.0to -72.0




AMENUANINALlA USP 38

4. Loss on drying - NMT 0.5%

5. Residue on ignition - NMT0.1%

6. Heavy metals - NMT 10 ppm

7. Organic impurities - Guanosine: NMT 0.1%

- Inosine: NMT 0.1%

- Urjdine: NMT 0.1%

- Adenine: NMT 0.2%

- Any individual unspecified impurity: NMT 0.1%
- Total impurities: NMT 0.5%

P2 a
wauludu
ALONANITUTDINUATNLIATFIUAYULUTTY FTALA type |




4.qmé'ms}m:|,aw1:°uaam Antazoline hydrochloride 0.05 % and Tetrahydrozoline
hydrochloride 0.04 % ophthalmic solution

m Antazoline hydrochloride 0.05 % and Tetrahydrozoline hydrochloride 0.04 %
ophthalmic solution
AEuTATR LY
1. Wussavaneusiaanide Ta lifid
2. Usgnaume@ien Antazoline hydrochloride 0.05 % wag Tetrahydrozoline (or
Tetryzoline) hydrochloride 0.04 % Tuansazaiausuins 5 ml
3. Uiiﬂum%uwii@mﬁWLﬂu wazUosiuuas

4. aanszyiunds, Wew UNevuneny, laviings, wunsdeumsuelisgndnauuunivus

U359y
AuaNUANIINALlA

1. Identification mw&hummﬁizﬂu finished product specification

2. Yunusnendnengy 90.0 — 110.0% labeled amount of Antazoline
Hydrochloride 90.0 — 110.0% labeled amount of
Tetrahydrozoline (or Tetryzoline) hydrochloride

3. Deliverable volume miaf\]mummﬁ'izﬂu finished product specification

4. Sterility test mmmummﬁ'izﬂu finished product specification

5. pH miaf\]mummﬁ'izﬂu finished product specification

6. Tonicity Equivalent to 0.6-2.0% of sodium chloride (38 205.12 - 340.13 mOsm/Litre)



5.AANYULIANIZYDIET Aspirin 81 mg tablet

Foen Aspirin 81 mg Tablet

AautAN L
1. sduuy
2. d@nlsznou
3. AYULUTIY

4. aa1n

AMHNUANIALIA

Juendindmsusuuseviu vlia Enteric Coated

Usznoumesen Aspirin 81 mg Tu 1 1in
usstluussdestunasiazautuld

- unUTTgEnREtedessEYTenT Mendidy AL 5’u§umq
LazavTiHEn

- UuUTIAN FesszyBenn fenddy auuse Tunde Sudueny

BINHARLaLEYNE D aUAS UL DE19TRLaU

Finish Product specification

( A) Aspirin 81 mg tablet USP

h) Test Item Specification
1. | Identification test AT
2. | Assay 95.0-105.0% L.A. of aspirin
3. | Uniformity of dosage maﬁ]r;i’lum’mﬁiwiu Finished product specification
unit
4. | Dissolution test
- Acid stage Not more than 10% (Q) of the labeled amount of aspirin
(C9H8BOA4) is dissolved in 2 hr.
-Buffer stage: Not less than 75% (Q) of the labeled amount of aspirin
(C9H8O4) is dissolved in 90 min
5. | Limit of free salicylic | Not more than 3.0%
acid
( B) Aspirin 81 mg tablet Tablet BP
U2 Test ltem Specification
1. | Identification test AT
2. | Assay 95.0 — 105.0 % L.A. of Aspirin
3. | Uniformity of dosage mwm’wummﬁ'szﬂu Finished product specification

unit




Test ltem

Specification

Dissolution test

- Acid stage

-Buffer stage:

Not more than 5% (Q) of the labeled amount of aspirin
(C9HBO4Y) is dissolved in 2 hr.

Not less than 70% (Q) of the labeled amount of aspirin
(C9HBO4) is dissolved in 45 min

Limit of free salicylic

acid

Not more than 3.0%




6.AMUANBALIANITYBLET Atenolol 50 mg tablet
Faen  Atenolol 50 mg tablet

AaENTAN DY

1. Wuendinsiiadulszniu

2. Usgnaunlgdien Atenolol 50 mg Tu 1 uin

3. ussgluuegdidlounesd vide udawes fifastunasazauiuld

4. unsen estien FesszyBosn dadsenoudend ey aruuse Tudueny uaziaai
HER L Toen9TnLaU

5. amnuuUTIYiae szyfesn drulszneusendidny armuss Yunda fuduety iavd
Han wazaaveidouisueliognedniau

AuaNUANIWALlA
1. Identification maf\]s\immmﬁizﬂu finished product specification
2. USunaudiendnmay 90.0 -110.0 % labeled amount of Atenolol

<

3. Uniformity of dosage unit maf\]s\immmﬁizﬂu finished product specification
4. Dissolution test Usuusiedifgy (Atenolol) simsazanalitosnin 80 %

999USUNUNLITIULIAN 30 WU



Y.Qmﬁnwm&aw]mmm Calcium carbonate 1500 mg tablet

Fow1  Calcium carbonate 1500 mg tablet

Ansulianaly

1. Wueguda
Usenousmemedify Calcium carbonate Tuawin 1500 mg #ie 1 uin
UssglunvusUnalinvsaunsegiliieunassvie blister pack
aanuLUTTYSsiseyTenn damuseneufendidy Amnuuss Tunde Sudueny audi

A

N waziaunsibousisuenliagnadniau

[y

5. aAINUUAYULUTIINAUNAEN 819tiauaAaesEues diuusenausiiend Ay

o

AULSY TUANRIYET warlaInGn (lot/batch no.)

AnENUANIINALlA

1. Identification ATIINIU

2. Ysunusiendangy 92.5 - 107.5 % Labeled amount %84 Calcium
carbonate

3. Uniformity of dosage unit ATIVU

4. Dissolution wanawanisazatsvesiielidtesnin 75 % vesSunad
seyld nnelu 30 Wi

5. Acid-neutralizing capacity ATIVU




8.AMANWALIANITYBLE Carvedilol 12.5 mg tablet

m Carvedilol 12.5 mg tablet

anusuliavaly

1. uendie vlinfudsemu

2. Usgneumesaen Carvedilol 12.5 mg lu 1 1fin

3. Us5qluuES Aluminum foil %138 Blister pack annsalesiuuasuazauFuls

4. Uuus Aluminum foil wde Blister pack agnstfoesisszylesmie drmusznousaen
ARy LAAULSY ﬁu?;umq LAy Lauiingn

5. aa1N81 UUUTIAe seyTesvhll diulszneuvesnendidguayaaus undn u
vIneTy 1vfindn laamzidousifusuayiBifusnuledredaay

LY 1 = @ 1 A [
6. ﬁ’]iJ’ﬁm/iﬂLL‘UﬁF’ﬁ\iLﬂﬂlﬁﬂﬂ‘lmLﬁﬂﬂmﬁm‘U@I‘Uﬂ’ﬁiﬂ‘t}"l

AMEANTANIINALIA

Finished product

1. Identification maf\]s\immmﬁizﬂu Finished Product Specification
2. Ysunausnendagy 90.0 - 110% of the labeled amount of Carvedilol

3. Uniformity of dosage units mmmumu‘ﬁ'szqiu Finished Product Specification
4. Dissolution wanHanIsazasveiielitesni 80.0 % (Q ) 189
Usanausen fndanelunan 30 undl
5. Impurities/Related compound
- any individual (specified or unspecified) substances lailAu 0.2%

- total impurities 3itAu 1.0 %



9.ANANYULIANIZYBEN Cetirizine dihydrochloride 10 mg tablet

m Cetirizine dihydrochloride 10 mg tablet
AnauTAN 9l
1. Wuendinyiiadudszniu
2. Usgneumesaen Cetirizine dihydrochloride 10 mg Tu 1 din
3. ussgluumagiiiiloamosdvide blister pack Aittosfunruauls
4. aanuuUTIEisEyTosn dauusznauiendidny AmuLss Turdn 5’u§umq ol
Han wazauneloudsuenliognadaiau

[

5. AAINUUNTULUTTY (Wiee1) ageiaenasssydeeviadiuysenaumed sy

o

ALY TUAUDNY WALIATTING®

AuauUANIunaila (USP 34)

1. Identification maf\]s\immmﬁizﬂu finished product specification
2. Ysunausnendnngy 90.0 -110.0 % labeled amount of Cetirizine
dihydrochloride

3. Uniformity of dosage unit maf\]s\immmﬁizﬂu finished product specification
(lsivAu Sowaz 15)
4. Dissolution test UsunudiendAgy (Cetirizine dihydrochloride ) o4

avaelidosnin 70 % vasUSununwaslugn 45 uni



10.ANANYULIANIZVDIEN

Chlorhexidine gluconate 4 g/100 mL cutaneous solution, 5 L gallon

Foen  Chlorhexidine gluconate 4 ¢/100 mL cutaneous solution, 5 L gallon

AaENTAN DY

1. Wuasazanedwsuldnieuen

2. Uszneumiy Chlorhexidine gluconate 4 % luasavarsuSuinsg 5 L

3. ussghunvuzussyUnatindesiunas inulugumgiivies

4. amnuuuTTYe szufosduuszneusiendidy anunss Tudueny findauas
wunzidewinsuenlisgnetniau

5. ANULATUEUTIINET adtiendesszyfosnTediuysenoufiendidy AuLs
fuAueny uaziauiindn

AMaNUANIINALIA

1. Identification mmmummﬂ'ssﬁlu finished product
specification

2. YsunusnendAgy 90.0%-110.0% of the labeled amount of

<

chlorhexidine gluconate

3. Limit of p-chloroaniline laiannnan 500 ppm ludiuvesansazany
Chlorhexidine gluconate

5. pH 5.0-7.0



11.Qmé’nwmzquz‘uaem Cisatracurium besylate 10 mg/5 ml solution for injection

Foen  Cisatracurium besylate 10 mg/5 ml solution for injection

AsuTANLY
1. WHuasaranela Uneanidodmiuda
2. Usgneaume@endiAsy Cisatracurium besylate 10 mg/5 ml
3. ussqlunuzuTIeIaaUTEndediaui Type | U3uns 5 ml
4. aanfuTINgUUATUEUITIFeTsyTenn daulsznaumiendifny Anuuss Jurdn
Fuvnnony Laviedn lawnzidewsiiuen uazannglumaiusnunlidaau

5. amnuuvaengiegtessyyTos diuuszneusiendiduazauuss Jumineg
\vTinGn
AuaudANanAila
1. Identification maﬁ]r}i’lumuﬁizﬂu Finished product specification
2. Ysunusiendangy 100-110 % Labeled amount 983 Cisatracurium
besylate
3. pH 3.3-3.8
4. Sterility test mmmumu‘ﬁ'szqiu Finished product specification
5.Bacterial endotoxin %39 maﬁ]r;hum’mﬁizqiu Finished product specification
Pyrogen test
6.Particulate matter
e > 10 umlidiAiu 6000 ATIANTY
aUNA
“uA = 25 umliiie 600 ATIU
UNIA
Rouludu

A0NANTTUTRIAUNMUINTTIUA UL UTTY VAL type |




12.audnwalan1zYasen Colchicine 0.6 mg tablet

Fae1  Colchicine 0.6 mg tablet

ansuliavaly

1. Jueude

2. Usgnaumle Colchicine 0.6 mg lu 1 in

3. vsteluussepiideuslesdvie blister pack fiastunasuazauiuls

4. e - seyden dauuseneudenddy Anuuss Tunde Sudueny aafindn
waziaunzidouinsuenliegetnauunuss i

- vunuzussiiduiasnegsioefesszyliesmietonisin damuszneu

LATTUIAATNLINTBIEN LauTinGn Tuduenglfognedniay

AuaNTANIIALIA

Finished Product specification (USP38)

1. Identification Meet the requirement

2. Assay 90.0-110.0% of LA

3. Dissolution test NLT 70%(Q) of LA Colchicine is dissolved
in 30 minutes

4. Uniformity of dosage unit Meet the requirement

Drug substance specification

1. Identification Meet the requirement

2. Assay 94.0-101.0 % LA of colchicine

3. Specific rotation Between -240°- -250°

4. Water NMT 2.0%

5. Limit of colchicine no definite green color is produced
6. Limit of ethyl acetate NMT 8.0%

7. Chromatography purity NMT 5.0%

8. Residual solvent Meet the requirement



13.AANYMULIANIZ Y981 Dextromethorphan hydrobromide 15 mg tablet

Foan Dextromethorphan hydrobromide 15 mg tablet

AnsulATAlY
1. gUuuy Jugndaviinsuusenu
2. drulszneu Usgnausmesaen Dextromethorphan hydrobromide 15 mg Tu 1 ifin
3. NVULUTTY Ussqlunaseaiiillouvlosd vise blister pack
4. 281N - svydenn dhuusenaufenddy mnuuss Tundn Sudueny laaiindnuay
wunzieuinsuenliegednauuuu i
- DunwurUIIYREsieedesinssryTosuiolenisniam dwlszneuay
PAANNLIIVDET Tundn TuFuey iaviindelTosnadiay
AuaNUANIANATlA
49 Test items Specification
1 Identification Complied with finished product specification
2 Assay 90.0 - 110.0 % of labeled amount of
Dextromethorphan hydrobromide
Uniformity of dosage unit Complied with finished product specification
4 Disintegration »573H UMY Finished product specification




14.AANYULIANIZYDIEN

Dextrose 5% W/V in Sodium chloride 0.9% W/V injection 1,000 ml

Foen Dextrose 5% W/V in Sodium chloride 0.9% W/ injection 1,000 mL

AuFNUANILY
1. 3Uuuu

2. @uuseneu

Y3195 1,000 mL

3. MYUSUTIY

4. aa1n

UUUTIYTUIINAZN DU UTTINAUNAEN Seutioen drulsenausendfty

& & 1aa o v a ¥ A o
Wuarsazareusiaane la ‘lllll?l AMUIURALVIADALABDAAN

Usenaumeilen Dextrose 5% W/V way Sodium chloride 0.9% W/V

U553l YUEUTIIRnUTIANWekUUNAaRndmsuldasLAeT

1Y

o

wazAHLIlunIe mOsmol/L Tundn Tununene lavfiHanuasiay

nedeudnsus ety

AuaNTANIIALIA

Finish product specification

AMANUANIANATLA

USP 38

BP 2013

1. USInaudedAgy

95.0 — 105.0% LA. of Dextrose
95.0 — 105.0% LA. Of Sodium

chloride

95.0 — 105.0% LA. of Dextrose
95.0 - 105.0% LA. of Sodium

chloride

2.|dentification test

MFIVIY

ATV

3.Bacterial endotoxins

NMT 10.0 USP Endotoxin Units

per g of dextrose

NMT 0.25 IU per mL

4.pH 32-65 35-6.5
5. Limit of 5- NMT 0.25 NMT 0.25
hydroxymethylfurfural and

related substances

6.Sterility ATIVU ATIINUY
7. Particulate matter ATIVU ATIVNUY
“um > 10 um LAY 25

auNIA/mL

U > 25 pm LAy 3

28UNA/mL

8. Volume in container ATIINIU AN




15.A0ANYULIANITYBI81 Dextrose 5% W/V in sterile water injection 100 ml

Faw1 Dextrose 5% W/V in sterile water injection 100 ml

anusuliavaly

1. sUuuy Huasazangusannide Ta Lifid dwsudadwesnidend

2. dlseneu Usenousedaen Dextrose 5% w/v luth V31193 100 mL

3. NYULUTTY UssglunurUTIEIAaUnAnniouuunanandmiuliaiufe uay
ANYULUTIYPRAITIINEMIUUTIRE Wiineeatien 80 mL

4. 981N UuUTT TN YU UTIITdNaeN sryTosn daulszneusenddry
warAaLsslug mOsmol/L Sundn Sumsineny auiingn uaziay
neideusisueliognedniay

AMENUANIINALIA

Finish product specification

AMENUANINALIA

USP 38

1.USInadeddgy

95.0 — 105.0% LA. of Dextrose (C6H1206,H20)

2.|dentification test

MFINU

3.Bacterial endotoxins

NMT 10.0 USP Endotoxin Units per ¢ of dextrose

4.pH

32-65

5. Limit of 5-hydroxymethylfurfural and NMT 0.25
related substances

6.Sterility ATIVNUY
7.Heavy metal ATIVNUY
8. Particulate matter ATIVNUY
gu1A = 10 um JiA 6,000 ayn1A/mL

-4un > 25 pm LliAu 600 aunia/mL

9. Volume in container ATIVNUY




16.AUANYULIANIZVNEN
Dextrose 5% in 0.33% Normal Saline Solution 500 ml (D-5-S/3 500 ml)

?}am Dextrose 5% in 0.33% Normal Saline Solution 500 ml (D-5-S/3 500 ml)

AaEwTAN DY

1. \umsazaneumandedmiudadidu Ta ladd

2. Usgnaumesagn Dextrose 5% in 0.33% Normal Saline

3. UTIINANEFNTUIA 500 ml

4. lunawanainusanidediitauenyuiung

5. Mg liusTdesiiluTuTeIn M WINATHIUYBINTULUTTINLINAIFIUNER S ATigRavnTTN(wen.)

VIBUINTZIUANFATIIMTBANTINMUIBNIUATIVIATIENVBITIVNIST LU NTUINYIANERTNITUNNE;

dAinnuInsgIuNGaSuignansy (aue), ﬂiﬁwawmam%ﬁmmazﬁm W3BlUTUTRRINGHENN VUL

us3q (n3dithidn) IgamaaRnfiussglivhufisevesuasUaondesofld
nensiilidonugnensduasei fufusesnuamnasgiunuiseannganvidemnsau

ATIAATIENVBINTIVNIS

6. aansyTunan, WWeu U9 svmaeny, laviinan, launzidousifuliegnadaauuunivuzusn

8. nuzusIyReluszuy closed system

AnaNUANIMAllAYas Finished product

1. Identification test mmmumu‘ﬁ'szqiu finished product specification
2. YFunausnendeigy

- Dextrose Monohydrate 95.0 - 105.0% L.A. of Dextrose Monohydrate
- Sodium Chloride 95.0 - 105.0% L.A. of Sodium Chloride

3. pH 32-65

4. neaaumUIUIaL 5-hydroxymethyl Absorbance litfiu 0.25

furfural and related substance

5. Sterility test ATIVU

6. Particulate matter

- qu1e =10 um LA 25/cc ATIU

- U1 > 25 pm LA 3/cc ATIU

7. Pyrogen test ATIVU

8. Bacterial endotoxin 13i1AiW 10.0 EU/g of dextrose

wungwn AnanUAvanadalude 7 waz 1o 8 o1adenteladenilald vseldonvs 2 doila



17.@mﬁnﬂmzLQWﬁ3%aaaﬁ Diethylcarbamazine 300 mg tablet

Foan Diethylcarbamazine 300 mg tablet

AauAnalY
1. gUuuy Jugnde wiasulseni
2. dulsznou Tu 1 u¥ln Uszneumlemen Diethylcarbamazine citrate 300 mg
3. NYULUTIY Usslun1vusUnaiin Hosfupuiy
4. 2870 - syyTorn drutsznoumienddy Anuuse Susdn Fuvaneny
Wauingn waziavnzdouiiuenliogsdnauuunssgiu
- JUNUEUTIEeg o yTesuiedenienisd
AUUTENBU UAYIUINAINLUTIWBIYN lavdindn TunuaenylTetng
oAy
AMEANTANIINALIA
Finished product specification : Diethylcarbamazine citrate tablet
h) Test items Specifications
1 | Identification mmmummﬂ'ssﬁlu finished product specification
2 | Assay 95.0-105.0 % L.A. of Diethylcarbamazine citrate
3 | Dissolution test Nansazanevessieddey Mvan 45 udt ldieendn 75% (Q)
4 | Uniformity of dosage units mmmummﬁ'izﬂu finished product specification
5 | Chromatographic purity Not more than 0.1% of any individual impurity




18.Qmé’nmumaw1maem Diphtheria and Tetanus Vaccine (dT)
Foen Diphtheria and Tetanus Vaccine (dT)

AauUAnaly
1. Wugnhuriunzneudmiuda vuaussy 0.5 ml

2. Usznaumie  Diphtheria toxoid lsiiAu 2.0 Lf/dose

Tetanus toxoid _litieend1 5.0 Lf/dose
3. vssglunuruTTgeIdaUTAnde wiaui type |
4. 2aNY13LY Foasfamaen anuusslumig Interational Units (1U/single human dose) izq%auag
U3tnal adsorbent szydanim “weineuld uay Tuududs videdtemnudunifinrumneiiodtu Juudn

o

Wwoulivunene wuiundn wunsileudiiuen Legrednau livgaasnitsuunivusussyndudasuas

U597

AuaNUANIINALIA

1. Identification Test ATIVNUY

2. Potency Diphtheria toxoid hitlesnin 2 IU/single human dose
Tetanus toxoid ~ lti@anan 20 1U/ single human dose

3. Aluminium content laitAu 1.25 mg/ single human dose

4. Sterility test AN

5. Free Formaldehyde latAu 0.2 g/L (0.02% w/v)

7. Antimicrobial preservative litfosnindesay 85 wagliunninfesay 115 vesiinuiiszy

8. Specific toxicity ATIVNUY

Rauludy

1. duenasSuTeINMAINIINTIINAYULUTTY FTALAT type |

2. duenansBuiurnuasinveseileliueguentisenmgiifidmun

3. MINTIANENUR specific toxicity mnlilansivaeu finished product Tdaenansiildnsivaey
Qmauﬁ’asﬁaﬁmmLﬂé’%‘iﬁ'uﬁié'ﬁua%umLﬂauﬁ’ué"]ﬁﬂmuﬂmzmiumﬁa'mml,azm



19.AMANBAILIANITY9ET Doxazosin 2 mg tablet

Foe1  Doxazosin 2 mg tablet

ansuliavaly

1. Wuendia dmsusulsennu

2. Usgnaumeiien doxazosin mesylate ?'a!qamgaﬁ’u doxazosin 2 mg Tu e in

3. U35 lusRUnadn Hosfunruiu

4. 981N - svyienn dhnuseneufendidy Anuuss Tundn Sudueny aaiindn
waziaunzidouinsuenliegetnauunuss i

- vunwuzUsIiiduiasnegsioefesszylesmtetonisfn dulszneu

LATULIAATNLINTEIEY vk Tudueny TTegnadaiau

AuaNTANIIALIA

Finished Product specification

1. Identification Meet the requirement

2. Assay 90.0-110.0 % LA of doxazosin

3. Dissolution* NLT 70%(Q) LA of doxazosin mesylate is dissolved

in 30 minutes

4. Uniformity of dosage unit* Meet the requirement

NUBWe — *Mve Dissolution way Uniformity of dosage unit lyikuulenansuanisuasiden
HAN13ATIATIEN TndldudsnaziBeadidusauliluly COA
- nsdannzfoundenisiiu (waive) Msnsiageusenisle lhdunansonans
vangudsnanilauevsiBicne



20.AENYULIANIZYDI8 Doxazosin 4 mg tablet

Foe1  Doxazosin 4 mg tablet

ansuliavaly

1. Wuendia dmsusulsennu

2. Usgnaumeiien doxazosin mesylate ?'a!qamgaﬁ’u doxazosin 4 mg Tu e in

3. U35 lusRUnadn Hosfunruiu

4. 981N - svyienn dhnuseneufendidy Anuuss Tundn Sudueny aaiindn
waziaunzidouinsuenliegetnauunuss i

- vunwuzUsIiiduiasnegsioefesszylesmtetonisfn dulszneu

LATULIAATNLINTEIEY vk Tudueny TTegnadaiau

AuaNTANIIALIA

Finished Product specification

1. Identification Meet the requirement

2. Assay 90.0-110.0 % LA of doxazosin

3. Dissolution* NLT 70%(Q) LA of doxazosin mesylate is dissolved

in 30 minutes

4. Uniformity of dosage unit* Meet the requirement

NUBWe — *Mve Dissolution way Uniformity of dosage unit lyikuulenansuanisuasiden
HAN13ATIATIEN TndldudsnaziBeadidusauliluly COA
- nsdannzfoundenisiiu (waive) Msnsiageusenisle lhdunansonans
vangudsnanilauevsiBicne



21.AMANBALIANIZVDIEN

Enalapril maleate 20 mg tablet

Foen Enalapril maleate 20 mg tablet
anautAnalY
1. Uiy Dugnde dmsuiulsenu
2. @nulsznau Usenousmesagn enalapril maleate 20 mg Tu 1 1in
3. AYULUITY Uss9lunneeaiiilentnain Josfupuiu wazUsTiueilaiu
IGN
4. aam - svyienn dhnuseneuendidy Anuuss Tundn Sudueny audi
Han wazaunzilaunsuen LTegednauuuussgsin
- UUNMYULUTIEREsTioefinesryTennEotovnan1sf
AUUTZNULATIUIAAILLIIVOI (@UTIHER ’?uéumq TdaLau
AuaNUANIINALIA
Finished product specification: Enalapril maleate tablet USP 36
h) Test items Specifications
1 Identification Meet the requirement
2 Assay 90.0 — 110.0 % of the labeled amount of
enalapril maleate
3 Dissolution* Not less than 80%(Q) of the labeled
amount of enalapril maleate is dissolved
in 30 minutes
4 Content uniformity* Meet the requirement

Related compounds
- The sum of all related compounds
including those from enalaprilat and

enalapril diketopiperazine

Not greater than 5.0%

Drug substance specification: Enalapril maleate USP 36

)
1
2

(SN]

|dentification

Assay

Specific rotation

Loss on drying

Test items

Specifications

Meet the requirement

98.0 — 102.0% of enalapril maleate (on the dried
basis)

-41.0° to -43.5°

Not more than 1.0%



49 Test items Specifications
5 Residue on ignition Not more than 0.2%

6 Heavy metals Not more than 0.001%

7

Related compounds

- Any impurity Not more than 1.0%
- Any other individual impurity Not more than 0.3%
- Total impurities Not more than 2%

Finished product specification: Enalapril tablet BP 2013

h) Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 — 105.0% of the labeled amount of enalapril
maleate
3 Uniformity of dosage unit* Meet the requirement
Dissolution* Not less than 70%(Q) of the labeled amount of

enalapril maleate is dissolved in 45 minutes

5 Related substances

- Enalaprilat Not greater than 1.5%
- Enalapril diketopiperazine Not greater than 0.5%
- Any other secondary peak Not greater than 0.3%
- The sum of the areas of any Not greater than 1%

secondary peaks other than any
peak corresponding to enalaprilat or

enalapril diketopiperazine

Drug substance specification: Enalapril maleate BP 2013

h) Test items Specifications
1 Identification Meet the requirement
2 Assay 98.5 - 101.5% of the labeled amount of enalapril

maleate (on the dried substance)

3 Melting point 144 °C
il pH 24-29

5 Specific optical rotation -48° to -51°



UD Test items Specifications

6 Related substances

- Impurity A Not greater than 1.0%
- Impurities B, C, D, E, H (for each) Not greater than 0.3%
- Unspecified impurities Not greater than 0.1%
- Sum of impurities other than A Not greater than 1%
- Disregard limit Not greater than 0.05%
7 Heavy metals Maximum 10 ppm
8 Loss on drying Maximum 1.0%
9 Sulfated ash Maximum 0.1%
VUYLV -* %299 Dissolution, Content uniformity wag Uniformity of dosage units Ty

a a ¢ ay Yy v a Y]
LONASLANISIYALLDEANANITNTINIATIZY N lowdesreazdeaidusavilulu
COA

aa = 1Y Y . a ¢ v
-NSMNANLTHULIINTHIU (Waive) NISATIFABUIATILINTIENITIA TATULER
nasuangIuRananlasueydfney
- Drug substance specification #315041310lUIATIENVBENER drug substance

= a '3 Y a o < 9] 9] P =
w38 TulAs1gsi drug substance YasENAngd 153U atulaadunils elinnsaa

InsasuNNiteninvun



22.AMANBUZIANIZVDIEN

Enalapril maleate 5 mg tablet

Foen Enalapril maleate 5 mg tablet

AFuTATR LY

1. Uiy Dugnde dmsuiulsenu

2. @nulsznau Usenoumesagn enalapril maleate 5 mg Tu 1 in

3. 2YULUTTY Uss9lunneeaiiilentnain Josfupuiu wazUsTiueilaiu
et

4. aam - svyienn dhnuseneuendidy Anuuss Tundn Sudueny audi
Han wazaunzilaunsuen LTegednauuuussgsin
- UUNMYULUTIEREsTioefinesryTennEotovnan1sf
AUUTZNULATIUIAAILLIIVOI (@UTIHER i’u??umq 1iaau

AuaNUANIINALIA

Finished product specification: Enalapril maleate tablet USP 36

h) Test items Specifications

Identification Meet the requirement
2 Assay 90.0 — 110.0 % of the labeled amount of
enalapril maleate
3 Dissolution* Not less than 80%(Q) of the labeled

amount of enalapril maleate is dissolved
in 30 minutes
4 Content uniformity* Meet the requirement
Related compounds Not greater than 5.0%
- The sum of all related compounds
including those from enalaprilat and

enalapril diketopiperazine

Drug substance specification: Enalapril maleate USP 36

49 Test items Specifications

1 Identification Meet the requirement

2 Assay 98.0 — 102.0% of enalapril maleate (on the dried
basis)

3 Specific rotation -41.0° to -43.5°

4 Loss on drying Not more than 1.0%



49 Test items Specifications
5 Residue on ignition Not more than 0.2%

6 Heavy metals Not more than 0.001%

7

Related compounds

- Any impurity Not more than 1.0%
- Any other individual impurity Not more than 0.3%
- Total impurities Not more than 2%

Finished product specification: Enalapril tablet BP 2013

h) Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 — 105.0% of the labeled amount of enalapril
maleate
3 Uniformity of dosage unit* Meet the requirement
Dissolution* Not less than 70%(Q) of the labeled amount of

enalapril maleate is dissolved in 45 minutes

5 Related substances

- Enalaprilat Not greater than 1.5%
- Enalapril diketopiperazine Not greater than 0.5%
- Any other secondary peak Not greater than 0.3%
- The sum of the areas of any Not greater than 1%

secondary peaks other than any
peak corresponding to enalaprilat or

enalapril diketopiperazine

Drug substance specification: Enalapril maleate BP 2013

h) Test items Specifications
1 Identification Meet the requirement
2 Assay 98.5 - 101.5% of the labeled amount of enalapril

maleate (on the dried substance)

3 Melting point 144 °C
il pH 24-29

5 Specific optical rotation -48° to -51°



UD Test items Specifications

6 Related substances

- Impurity A Not greater than 1.0%
- Impurities B, C, D, E, H (for each) Not greater than 0.3%
- Unspecified impurities Not greater than 0.1%
- Sum of impurities other than A Not greater than 1%
- Disregard limit Not greater than 0.05%
7 Heavy metals Maximum 10 ppm
8 Loss on drying Maximum 1.0%
9 Sulfated ash Maximum 0.1%
VUYLV -* %299 Dissolution, Content uniformity wag Uniformity of dosage units Ty

a a ¢ ay Yy v a Y]
LONASLANISIYALLDEANANITNTINIATIZY N lowdesreazdeaidusavilulu
COA

aa = 1Y Y . a ¢ v
-NSMNANLTHULIINTHIU (Waive) NISATIFABUIATILINTIENITIA TATULER
nasuangIuRananlasueydfney
- Drug substance specification #315041310lUIATIENVBENER drug substance

= a '3 Y a o < 9] 9] P =
w38 TulAs1gsi drug substance YasENAngd 153U atulaadunils elinnsaa

InsasuNNiteninvun



23.Qmé'ms}m:l,aw1:°ua~1m Equine rabies immunoglobulin 1000 IU/5 ml Injection
m Equine rabies immunoglobulin 1000 IU/5 ml Injection
AENTRTRI
1. WussavaneUsiranide la (Clear to opalescent) Lifidviedindesgou dmsudn
2. Usznaudne rabies immunoglobulin 200 1U fie 1 mL fiw3euandsuvei

3. U5IMUNYUEUTIRENAnUTIMINWelag 1 93n (vial) us5q 5 mL = 1,000 IU

4. aa1n - SEUTesN diuusznauiiendiAnuazaunse TuNdn Judueny 1uningn uag

3 o

wanzideusisuelivgadaauuuu st

- UUAYUBUTIIYNRE NIRRT UTREIVTOTONINTA1 AU TENaULAYIUIN

ANNLTIVRILT LaUPHER TuduoglTagatnau

AuaNUANIINALIA

Nan13nsa AR dulURIY Finished product specification 3sl@vaneideusie
ANIUANNTIUNITOMITHAZE NIZNTIAITITUEY

Finished product specification

1. Identification* mammmmﬁ'izﬂu finished product specification
2. Potency 80 - 125 % labeled amount of rabies immunoglobulin
3. Protein content 90-110% of the amount stated on the label

wazgiodlduinnin 100 n3u/an3
4. pH Complied with finished product specification
5. Osmolality Minimum 240 mOsmol/kg
6. Molecular-size distribution** (by liquid chromatography)

Complied with finished product specification
7. Purity (by non-reducing polyacrylamide gel electrophoresis)

Complied with finished product specification
8. Albumin (by electrophoresis)

Not more than 3%

9. Sterility maﬁls\i’mmmﬁwﬂu finished product specification



10. Pyrogen m’;ﬁls\i’mmmﬁ'%ﬂu finished product specification
11. Extractable volume (volume in container)
mwﬁhummﬁisﬂu finished product specification
12. Antimicrobial preservative
- A6l preservative Tud13U The amount is not less than the minimum amount
show to be effective and is not greater than 115% of
the stated on the label
- n36l Phenol Tussu Not more than 2.5 g/Litre
13. Stabilizer (langnsalifislugnssiiv)
80-120% of the quantity stated on the label
RAYLNA

- *dentification 147350151 5293tA318% 19U Immunological test 3@ Virus

neutralization test

- **Molecular-size distribution foIUAAINAIATIEV monomer, dimer, polymers,

aggregates and fragmented

- psaiReenedeunkaInNIsAUY (waive) N1SASIVEIUIATILASIUNITIA IADULEAILDNANS

wangIuRInaIntasue LR



24.AENYULIAN1ZYRY1 FBC tablet

Horn  FBC tablet
AuaNTAnIlY
1. Wusfdedmsusulszmuriiaedeuiia
2. Us2naunigfigag9tos
- Ferrous fumarate 200 mg
- Vitamin B1 2 mg
- Vitamin B2 2 mg
- Folic Acid 100 mcg
- Calcium 100 meg
- Nicotinamide 7.5-10 mg

3. usstunwusiUnatin Jesfunasuazanuzula

4. 2aNIEYTREN TuNdn Weu UNemueeny lauings wwensideusiSuenlisgrsdnauuunivue

U339

AaNUAN9NATIAYDY Finished Product

1. ldentification Test

MFIVIY

2. Ysuaudedany

90.0-110.0% L.A. of Ferrous fumarate
NLT 90.0% L.A. of Vitamin B1

NLT 90.0% L.A. of Vitamin B2

NLT 90.0% L.A. of Folic Acid
90.0-110.0% L.A. of Calcium

NLT 90.0% L.A. of Nicotinamide

3. Uniformity of weight

+/- 5.0%

4. Disintegration Time

NMT 60 minutes




25. AMUANYULLANIZVBLEN
Fenoterol hydrobromide 1.25 mg and Ipratropium bromide 0.5 mg solution for inhalation

in 4 ml

Foen Fenoterol hydrobromide 1.25 mg and Ipratropium bromide 0.5 mg solution for

inhalation in 4 ml

anawATlY

1. usmineanide la iifd dwsuldfuedomiuan (Nebulizer

2. U5¥noun18M281 Fenoterol hydrobromide 1.25 mg way lpratropium bromide 0.5 mg Tu
a1sazarediung 4 ml

3. UssglunsurUsIUeaiv Unaanwewuuldasases (unit dose)
4. aansey

K ¥ 1
- ey duuseneumendidy ANULTY UG Tudueny NG USYnENGR uaziay
neideumsueliITnauuuusIRaue
- UUNYULUIIIYNRENUREARITEYYRY dinUsenauiiendify ALY Tudueny wavlaui

NER

AMANUANIUNALAYDY Finished Product

1. Identification

mmmummﬁizﬂu Finished product specification

(%

2. Usuneusnendeey

]

90.0-110.0 % of the labeled amount of
Fenoterol hydrobromide

90.0-110.0 % of the labeled amount of

lpratropium bromide

3. pH - 3.04.0

4. Iron - laitAu 5 ppm

5. Sterility test - @ATIUAY Finished product specification
6. Uniformity of Dosage Units - @TIIUA Finished product specification
7. volume of contents #3® - latounan 4.0 ml # vial

Extractable volume

AaaudRvamaliaves finish product 4o 6 wazde 7 1aidendeladonisnle



26.qmé'ms}m:l,aw1:°umm Ferric hydroxide polymaltose complex syrup 10 mg/ml

in 60 ml

%EJEI'I Ferric hydroxide polymaltose complex

AnauUANQ LY

1.

R

Huethudiafudssny

Usgnaumesien Ferric hydroxide polymaltose complex 10 mg/ml in 60 ml
ussglunurusIiteain Jestusasuarauduld

AU NAURAE (1anen) agetiopasdesssyTen dulseneudenddry
AT Sudueny uazauiingn (lot/batch no.) HegedaLau

AMNUUUITYAN (NADIUT191Ine7) SeyTonn daulseneudendifty anuuse u

HAR JuAueny wulinGn (lot/batch no.) uag wunwtdeussuenlisgadaiau

AueNdANINALlA : Finished product

1. Identification mmmumuﬁszﬂu finished product specification
2. Assay mmmumuﬁszﬂu finished product specification
3. pH 50-6.5

4. Deliverable volume mmmumu'ﬁ'szﬂu finished product specification

5. Microbial limit test mmmumu‘ﬁ'szﬁlu finished product specification



27.AMANBALIANIZYBIYY Ferrous Fumarate 200 mg tablet

Fawn Ferrous Fumarate 200 mg tablet

AaNUANILY

1. JUnuy Dugndedmsuussmu

2. d@nlsznau Usgneaunlemien Ferrous Fumarate 200 mg lu 1 iin

3. AYULUT ussqluwnstasiuaugula

4. aa1n - UHIUTI98108190BeR 0958 YT081 Mendfny AU Tudueiy
LAZLAVTIHER
- VUL Aeseylionn Mmendify Anuuse Tunds Juduengy
wunkdnLaziavnzidowsisuliagnatnau

AENTANIINALIA

1. Finish Product specification

( A)) Ferrous Fumarate 200 mg USP

49 Test Item Specification

1. | Identification test AT

2. | Assay 95.0 - 110.0 % L.A. of Ferrous Fumarate

3. | Uniformity of dosage unit mmmumu‘ﬁ'szqiu Finished product specification
4. | Dissolution test Laitdoendn 75% (Q) Tuvian 45 w1

( B) Ferrous Fumarate 200 mg Tablet BP

h) Test Item Specification
1. | Identification test ATIVU
2. | Assay 90.0 - 105.0 % L.A. of ferrous iron, Fe(ll)
3. | Uniformity of mwm’wummﬁ'szﬂu Finished product specification
dosage unit
4. | Test
- Dissolution | ldleenin 70% (Q) Turian 45 uii
Test
- Ferric iron The difference between the volumes used in the two titrations
Test corresponds to the amount of iodine liberated by ferric ion. The

difference between the titrations is not more than 13.4 mL (5%).




2. Drug substance specification

( A) Ferrous Fumarate USP

49 Test Item Specification
1. | Identification test AT
2. | Assay 97.0 — 101.0 % L.A. of C4H,FeQ4 calculated on the
dried basis
3. | Loss on drying (105°C for 16hrs.) | Max 1.5%
3. | IMPURITIES
- Sulfate Max. 0.2%
- Arsenic Max. 3ppm
- Ferric iron Max. 2.0%t
- Lead Max. 0.001%
- Mercury Max. 3 microgram/g
( B ) Ferrous Fumarate BP
49 Test Item Specification
1. | Identification test AT
2. | Assay 93.0 - 101.0 % L.A. of Iron(ll) (E)-butenedioate (dried
substance).
3. | Appearance Fine, reddish-orange or reddish-brown powder.
4. | Test
- Sulfates Maximum 0.2 %
- Arsenic Maximum 5 ppm.
- Ferric ion Maximum 0.2 %
- Cadmium Maximum 10 ppm
- Chromium Maximum 200 ppm.
- Lead Maximum 20 ppm.
- Mercury Maximum 1 ppm.
- Nickel Maximum 200 ppm.
- Zinc Maximum 500 ppm.
5. | Loss on drying Maximum 1.0 %




28.@mé’nwmztaww°um&n Fluticasone propionate 125 mcg metered dose Inhaler
120 doses

Foen  Fluticasone propionate 125 mcg metered dose Inhaler 120 doses

ausuliavaly
1. Juansazane (solution) dwsuganumisinuiln metered dose inhaler
2. Usznausmesaen Fluticasone propionate 125 mcg /dose d1uauliitiosnin 120 doses
Tu 1 U
3. U339LUNITULUTIILIGANL (pressurized container) il metering valve U51Aa7N@NS

CFC
4. amnszy - Besn dudsznoudendidy arwuse Yundn Tudueny afindn way
wunzideuinsuenliegnetnnuuuussyie
- UUMTUEUTIEIgANLegeoeaaszyTee dulsznoushendiy
ATIse Yudueny uaziauiingn Tiegnadaay
AuaNUANIINALIA
1. Identification mmmummﬂ'ssﬁlu Finished product specification

2. ﬂ%mmm?ﬂlﬂ“um Fluticasone propionate $9nN15W 1 ﬁ%ﬂ (Mean ex-actuator content)
99-121 mcg

3. Content Uniformity ATIPUVOANUAVDINITNAABU

4. Mean fine particle mass 984 Fluticasone propionate laitlounan 35 mceg

5. Leak rate ATINILTDMAUAVDINITNAGBU

6. Particulate matter ASIHUVDNNUAYDINITNAADU



29.AMANYALIANIZVBIY Gemfibrozil 300 mg capsule

Foen  Gemfibrozil 300 mg capsule

ausuliavaly

1. Wuedasuusemuriiawealea

2. Usgnaume@ien Gemfibrozil 300 mg

3. ussgluuisegiifleunesdule blister pack Aiffesfunatuazauiuld

4. wwen egation Fosszufionn drulsznausendifny Anuuss Sudueny uasauiingelfedns
FaLau

5. amnuuuTIyiae ssyfesn dulsznoumenddty aruuse Yusde Tuiuety ufinde way
wunzdeusinsuenliagnatnau

AuaNUANIINALIA

1. Identification test AT

2. Ysunaunendinsgy 90.0-110.0% LA. of Gemfibrozil

3. Uniformity of dosage units ATIVNUY

4. Dissolution test LanINaNIaraIevasiienlitosndn 80% (Q) lu 45 unil



30.AMANBALIANIZVBIET Gemfibrozil 600 mg tablet

Fow1  Gemfibrozil 600 mg tablet

AnauUAN2LY

1.

A

Juedia

Usenoumemedify Gemfibrozil lusuia 600 mg se 1 in
usslunusdaadnviounsegifonlessuie blister pack Tastuenuiuld
aanuLUTIYTsiseyTenn damuseneufendidy Anuuss Tunde Sudueny audi
HEn wazaung leudsuenliogataau

5. amnUuAYLEUTIYNaNTan egstiepardesszyTen dulszneuiend iy
ALY ’3’u§umqm Lazaviings (ot/batch no.)
AnENUANIINALlA
1. Identification NI
2. Ysunusiendangy 90.0 - 110.0 % Labeled amount %84 Gemfibrozil
3. Uniformity of dosage unit ATIVU
4. Dissolution uanswanisavansvesneiliosnin 80 % vesUSunui
seuld nnelu 30 Wil
5. Acid-neutralizing capacity ATIVU




31.Qmé'nie}m$l,aw1:&n Gliclazide 60 mg Modified-Release tablet

o1 Gliclazide 60 mg Modified-Release tablet
AuaUlANILY

1. Wusfdedmsuiulsemuriinosngyiiiiu

2. 1w 1 Winusgnaumesaen Gliclazide 60 mg

3. 3T buwnsUnaiin Josiunnuauy

4. wkaen a8 tios dassryBos duusznousenddy aruuse Tufueny uae Lavd
HanlTae Ty

5. amnuuUTIYiae ssyfesn drulszneusendidny arwuss Yunda fuduety iavd
Wan waztawngleuisuenlisgadaiay

AuaNUANIINALIA

1. Identification Test ATIVNUY

2. Ysunudiendagy 95.0-105.0 % L.A.
3. Uniformity of dosage units ATIVNUY

4. Dissolution  USH1QUORNIINTAZAE

S2d4hlua 8% - 28%
Sadalue 31% - 51%
S12 40 = 85%

5. Related substances MFINU



32.AMANEYALIAN1ZYRE) Glipizide 5 mg tablet
Foen Glipizide 5 mg tablet

AENUAN LU

1. Wuendin vliasudsemu
2. Usenousmefien Glipizide 5 mg Tu 1 1in
3.U539buLnsegiilleuoss vise Blister pack Jaafiuuasuavaudula

4. 2ANUUNVULUTTAURALN (WH9) D819 ABITEUTRYT dIUUTENBUMIEIAIALAZAINLSY

Tuaueguazlaviingn (lot/batch no.) Megredniau

5. AA1NUNUTIYINN SeUToen drulsenaufmendifnuazainuwss Junds Judueny unindnuay

waneidoudisuen Magadaiau

AuENTANIIALIA

1. Identification test : ATIWU

2. Ysunausnendnngy © 90-110.0 % LA of Glipizide

3. Uniformity of dosage unit ;AT

4. Dissolution/Drug release . LAPINANTAZAN8Y0AE1 Glipizide lidaunin 80 % (Q)

929USUUMEINLTS A1eluian 45 Ui

5. Related substances - 4l glipizide related substance A l3iiAiu 2.0%



33.@mé’nwmzl,aww°um&n Glucosamine sulfate powder 1,500 mg

Foen Glucosamine sulfate powder 1,500 mg

AnauUAN2LY
1. 1uenssiasuuseniu

2.lu 1 983 Usgnoumasien Crystalline Glucosamine sulfate as Glucosamine

sulfate sodium chloride 1884 mg FaL7eULNAU Glucosamine sulfate 1,500 mg
3. vssyhugealnatin Josduuasasainudula

4. aNUUNYUENFUNAEY 08198 9EADITE TR dIuUsenaufiendify AL

Tuduey wazauVingn (lot/batch no.) Lieadaau

5. 28MNUUUTIIN S2UTReN dinusenaudiiendidsy Auwse JuRds Tudueny

W@UNNES (lot/batch no.) kag wunzdsudisusliagnatnau

AuauUANIamAila : Finished product
1. Identification

2. Assay

3. Uniformity of dosage units
4. pH (10% aqueous solution)
5. Moisture content

6. Microbial contamination

m?ﬁ]r}humu‘ﬁlﬁzﬂu finished product specification
90.0-110.0% L.A. of Glucosamine sulfate sodium
chloride

Meet the requirements

2.6-3.2

mmmumu‘ﬁ'szqiu finished product specification
mmmumu‘ﬁ'szqiu finished product specification

AuaNUANIuNALlA : Active pharmaceutical ingredient

1. Identification
A IR
B. Chloride and sodium
C. HPLC
D. Sulfated
2. Assay (on the fried basic)

. Content of sulfate
. Residue on ignition
. Arsenic

. Potassium

. Heavy metals

. Optical to rotation
pH

10. Loss on drying

O W N o AW

Complied with the standard
Meet the requirements

Meet the requirements

Meet the requirements
98.0-102.0% L.A. of Glucosamine sulfate sodium
chloride

16.3% - 17.3%

22.5% - 26.5%

NMT 3 ug/g (3 ppm)

No precipitate is formed

NMT 10 ppm

Between +50.0 to + 55.0 89N
3.0-5.0

NMT 1.0%






34.qmé'me}m:|,aw1:°uaqsn Hepatitis B vaccine 20 mcg/1ml suspension for injection

Foen Hepatitis B vaccine 20 mcg/1ml suspension for injection

AaURNLY
1. 3Uuuu JuansazganeUsmainide

2. @uusyneu
3. AIYULUTI

walged wamﬂm

Usnoumeiie Hepatitis B vaccine 20 mcg 1umsa~aw 1 mlTu 1 vial
Uiiﬂiuﬂ’lsﬁuuuiiﬂﬂﬂaﬂﬂ’ﬁﬂﬁﬁ]’mL‘UE]LLﬁ”'i”U’J’] asifufigumndl 2- 8 e

4. 281N - svyienn dhuusenaufenddy mnuuss Tundn Sudueny laaiindnuay
wangzileusisuelivgadaauuuu st
- ‘U‘LmWuz‘USi’«qaéﬂﬂﬁaaﬁaﬂisu%%m‘%a%amﬂmﬁ@ﬁ dulsenaunazuu
ATILTITRIET Turdn Tudueny iuiinanliednedaian
AuaNUANIWALA
) Test items Specification
1 Identification ATIUAU finished product specification
2 Assay A3AHIUAY finished product specification
3 pH A3AUAY finished product specification
a4 Sterility test #52AHUAY finished product specification
5 Pyrogen test /Bacterial endotoxins | #339M1UAY finished product specification
6 Uniformity of dosage units ATIIUAN finished product specification
Reulvdy

dnenastuduauasiivesendeiveguentsgumng e

Y




35.Qmﬁn‘t-}£uzl,aqu‘uaﬂﬂ’l Hyoscine n butylbromide 10 mg tablet

a1 Hyoscine n butylbromide 10 mg tablet

AsuTANLY

1. Wusdaedeuinaniendouiidy

2. Uszneusmemendfty Hyoscine-n-butylbromide 10 mg fio 1 1fin

3. ussqluukeegiiflounesdvide blister pack Aittosfuamudulsd

4. 9o - syBesn drulszneudend ity aruuse Tunda Tudueny wuindeuas
wungdouisueliegetnauunu IR

- yunurussiduiasegtiesazdessrydosvitetienisnsdn drulseneu

fhendndy AnaussTesen afindauay Tudueyidaay

AuaudANanAila
1. Identification NI
2. Ysunusiendangy 92.5-107.5 % Labeled amount 983 Hyoscine n
butylbromide
3. Uniformity of dosage unit maﬁ]r}i’lumuﬁizﬂu Finished product specification
4. Disintegration Time -Sugar coated aiiAu 60 w9l
-Film coated l4tAu 30 un¥i
5.Dissolution Laitdoundn 70% Turian 45 undl
6.Related substances mmmumu‘ﬁ'szqiu Finished product specification
743170 Hyoscine <0.1%




36.AMANBZIANIZVBIEN Ibuprofen 400 mg tablet

Foen Ibuprofen 400 mg tablet

ansuliavaly

1. Wuendinyiaedeuiidy dmsuiudsennu

2. Usznoume@ign Ibuprofen 400 mg

3. ussglunegdideunosdude blister pack Josfunuduld

4. amnseyfiesn dndsenoumendify Anuuss Yunde Sudueny aafindn uasas
e deusuelTogednauULUTIR

5. aNUUATLEUTIITIANN AR TR sdRITEyTon diulszneusiendidny Anuuse
fuAuonguazianiinge

AuaNUANIINALIA

1. Identification ATIINIUALTASEYTY finished product
specification

2. YFunausnendnngy 90.0-110.0 % L.A.oflbuprofen

3. Uniformity of dosage unit mw&immmﬁizﬂu finished product
specification

4. Dissolution time wanIHanIsaranevesRlen litesnin 80% VB3
Unauiiszyld nnelu 60 il

5. Water content < 5.0 % W/W

6. Related Substance mmmummﬁ'izﬂu finished product

7. Limit of d-isobutylacetophenone Related compound C (C;,H;60) laitfiu 0.25% s
i
AuautRnanatialude 6, 7 lvfiarsudendelatevidmiuainumangay



37.AMANYALIANIZVDIEN

Isophane human insulin Injection 100IU/ml in 3 ml cartridge

Foen Isophane human insulin Injection 100IU/ml Injection in 3 ml

AnEwTANLY
1. ueurungnouunannide dvtu dwsuda
2. Usgnousme Isophane Insulin human SUATIEUATIERNERMEATZUIUNNT recombinant DNA
frnuudaviduia Tnsduimamududu 100 1U/ml luu3ues 3 ml
3. AMULUTTY - UTTUATUPUSIRNanUnanndeviant Usines 3 ml wavussqsasidestu
IR
4. aansEy
- Boen dwtsgnousiendidly anuuss Tuiindn Sufiueny iaviinGn U3EMERER wawian
neideumsueliITnauuuUsIaue
- vuawurUTIgEnesatioafesyyen drutsznaudiiend ity Anuuss Tuiuoiguasiavd
HER
- ieamuudadeuliidaivend 2-8 ewwadva uazndnidesnisutude avoid freezing)
UUUTIION Uay/vi3001TULUTITEN

AuENTANIIALIA

Finished product specification : USP 35

1. Identification test - maﬁ]r;i’lum’mﬁizqiu finished product specification

2. YFunusnendnengy - 95.0-105.0% of potency state the labeled of Insulin
3. Human Insulin in solution (Total - 25-35% of total insulin

dissolved insulin)

4. Sterility test - ATIVWU

5. Zinc content - 0.02-0.04 mg/100 IU of Insulin

6. Bacterial endotoxins - lailAu 80 endotoxin unit/100 1U of Insulin
7. pH -70-75

8. impurities - NMT 3%

Foulvdu

daenanstiudununwiiueseiiaivsgueny e inimue

Y




38.AMANYALIANIZVDIEN

Isophane human insulin Injection 100IU/ml in 10 ml

Foen Isophane human insulin Injection 100IU/ml Injection in 10 ml

AnEwTANLY
1. ueurungnouunannide dvtu dwsuda
2. Usgnousme Isophane Insulin human SUATIEUATIERNERMEATZUIUNNT recombinant DNA
frnuudavduia Tnsduimaenududu 100 1U/ml Tu3ues 10 ml
3. AMULUTTY - UTIUATUEUSIREanUTanideriaut Usinms 10 ml uazussesug
Joaiuas
4. aansEy
- Boen dwtsznousendidy anuuss Tuiindn Sufiueny iviinGn U3EMERAR wasian
neideumsueliITnauuuUsIaue
- vuawurUTIgEnesatioafesyyen drutsznaudiiend ity Anuuss Tuiuoiguasiavd
HER
- ieamuudadeuliidaivend 2-8 ewwadva uazndnidesnisutude avoid freezing)
UUUTIION Uay/vi3001TULUTITEN

AuENTANIIALIA

Finished product specification : USP 35

1. Identification test - maﬁ]r;i’lum’mﬁizqiu finished product specification

2. Yunusnendnengy - 95.0-105.0% of potency state the labeled of Insulin
3. Human Insulin in solution (Total - 25-35% of total insulin

dissolved insulin)

4. Sterility test - ATIVWU

5. Zinc content - 0.02-0.04 mg/100 IU of Insulin

6. Bacterial endotoxins - lailAu 80 endotoxin unit/100 1U of Insulin
7. pH -70-75

8. impurities - NMT 3%

Foulvdu

daenanstiudununwiiueseiiaivsgueny e inimue

Y




39.AMANYALIANIZVDIEN

Isophane Insulin Human70% + Soluble Insulin Human30% suspension

for injection, 3 ml cartridge

Foen Isophane Insulin Human70% + Soluble Insulin Human 30% suspension for injection, 3 mL

cartridge

AMENUAN LU

1. Wuiheuriunzneulsande du1Yu
2. Usgnausag Insulin human $Ha¥IduasenanmensyuIunIs recombinant DNA #A311U3aN5

¥ila monocomponent Usznaumesugaula (soluble insulin) Segag 30 wag isophane insulin
Fewaz 70 lnadusunaauuty 100 IU/ml Tuusuns 3 ml
3. U5l UNBULUTINRAUTIMINEBRUY multiple doses UsHng 3 ml wazussyiaadasiuuas

4. aa1nTgy

3

4.1 ¥oun dusenaumendif ANLTY TUTINGR TuFNeIY WITINGR USEMEHER wazauneleu

msuelitanuuuUTsyine

4.2 UUNYUTUTIYIRENUBEABITEUTRY diuUsznausiendidny AUl Judueglavaviings

4.3 fdernuniaieuldniivend 2-8 ssriwalfed waguaniaean1sutude (avoid freezing) Ul

UTTTUIN Uae/YiT0N19ULUTIREN

AMANUANUNALAYDY Finished product

1. Identification test

n3I9rUAUTsEylY finished product specification

2. USunausnendingy

95.0-105.0% of the labeled amount of Insulin

human

3. Human Insulin in solution (Total

dissolved insulin)

25-35% of total insulin

Sterility test

MFIVIY

Zinc content

0.02-0.04 mg/100 IU of Insulin

T3l 80 endotoxin unit/100 IU of Insulin

Related protein

MDY

Preservative

mwshummﬁsmﬂu finished product specification

4.
5.
6. Bacterial endotoxins
7
8.
9.

Crystals appearance

n3IarUALTsyyl finished product specification

10. pH

6.9-7.8

P2 o
wouludy

[

dnenanstuduanuasiveseiliofiueguanygmmngiiiinug



40.AMANBALIANIZVBIEN Isophane Insulin Human70% + Soluble Insulin

Human30% Suspension for Injection 100 IU./mlin 10 ml

Foen Isophane Insulin Human70% + Soluble Insulin Human30% Suspension for Injection
100 IU./mlin 10 ml

AnauTANLY

1. 3Uuuu Huthemnupgnoulsaainide Ay

2. dlseneu Usenaume Insulin human laTIdLATIEAINGAAIENTEUIUNT
recombinant DNA ﬁmmﬁqwé%ﬁm monocomponent Usgnaunigdugaula
(soluble insulin human) 9@z 30 wag isophane insulin 5e8ag 70 lagd
USnauaanduty 100 1U/ml Tud3unns 10 ml

3. NMIULUIN Uiiaﬂum%uwiia}mﬁﬂﬂsﬂﬁmms'??al,wu multiple doses U311@5 10 ml wag
Ussiaeidasiuues

4. 281N - svydenn damuseneuienddy Anuuss Tuiindn Yudueny weiikas

USEngnEn wazaansidowdinSuenlidaauunussyioe
- UUNBUEUTIIN08NTRERADITEYT0ET dauUsenaumendfny AU

[ '
U a =

TUAUDIYUAZLATTING
- oA una i aulvdaAULIN 2-8 aeAAlTeE LA VANLALINITUILT
(avoid freezing) UNUTITUIN hae/Y50N19ULUTIFEN

AMaANUANIANALAYDY Finished product

1. Identification test maﬁ]r;i’lum’mﬁiwiu finished product specification
2. Ysunasnendagy 90.0-110.0% of the labeled amount of Insulin
3. Human Insulin in solution (Total 25-35% of total insulin
dissolved insulin)
4. Sterility test ATIVU
5. Zinc content 0.02-0.04 mg/100 IU of Insulin
6. Bacterial endotoxins 14i1Au 80 endotoxin unit/100 1U of Insulin
7. Impurities ity 3%
8. Preservative mwshumm?ismﬂu finished product specification
9. Crystals appearance mwshumm?ismﬂu finished product specification
10. pH 6.9-7.8
Rauludy

daenansiiudununwiiueseiiaivsgueny e inimue

Y



41.AMANYULIANIZYBIE1 Metformin 850 mg tablet
Fau1  Metformin 850 mg tablet

AaEwTAND Y
1. \fugidin (tablet) ¥linsudsenu
2. Usgnaume@en Metformin Hydrochloride 850 mg
3. ussgluunsegiidenmond wde blister pack Jesfuariuiy
4. aonuuuTTySasisryBos duuszneufiendify arunss Yundn Yufueny wvfindn uay
wunzideusinsuenlieg1ednauuuUTIin
5. AANUUATULUTIITNANN A RszHoITTYToEn dausznoufietdifny AL

[ '
U a =

TUAUDNYY1 Uazlavingn (lot/batch no.)

AuauUANIunalla (USP 36)
1. Identification test mmmummﬂssﬁlu finished product specification

2. Ysunausnendnngy 95.0 — 105.0 % L.A. of Metformin Hydrochloride
3. Uniformity of dosage units maﬁ]r}i’lumuﬁizﬂu finished product specification
(Littesninsovay 15)
4. Dissolution test Usunausendnaty (Metformin HCL) fiosazaeliidosnin
75% vasUSunaneniiude neluan 45 und
5. Related substances :
- Any impurity NMT 0.1%
- Total impurity NMT 0.6%



42.AENYULIANIZYDIE1 Methimazole 5 mg tablet

Zau1  Methimazole 5 mg tablet

ausuliavaly
1. gUuuy Jugndaviinsuuseniu
2. drulszneu Usgnaunlemien Methimazole 5 mg Tu 1 1in
3. NYULUTTY Ussqlunnsegiiilluvland vise blister pack Jasiuuas
4. 281N - svydenn dhuusenaufenddy mnuuss Tundn Sudueny laaiindnuay
wunzieuinsuenliegednauuuu i
- DuNUrUIIYREnsieedaszyeu i atennansin dmusznounazIun
ATILTIvesET Turdn TuAueny wuiindeliesnsdaiay
AuaNUANIANATlA
49 Test items Specification
1 Identification Complied with finished product specification
2 Assay 90.0 — 110.0 % of labeled amount of Methimazole
3 Uniformity of dosage unit Complied with finished product specification
4 Dissolution test Not less than 80%(Q) of label amount of
Methimazole in 30 min
AR - ¥t Dissolution ag Uniformity of dosage units Tiluulenansianisgazidenna

N30T A5129 vnfllewasreaziBusiidudnavlilulu CoA
- NSANIANLLTHULIINITIU (Waive) NTATIVEDUIATIZNITNENITE TR ULERAILDNETT
wangIuRInaIntasue LR



43.AMANEALIANIZUBIET Naproxen 250 mg tablet
Foen Naproxen 250 mg tablet

AENUAN LU

1. Wuendin vliasudsemu
2. Usgnousmesagn Naproxen 250 mg Tu 1 in
3. ussqlusniegiiiuunaen w3 Blister pack Uasfiuuatuazanudula

4. 2ANUUNYULUTTNAURALN (W) 9819108 ABITEUTRT dIUUTENBUMIEIEIARY ALY

Tuaueguazlaviingn (lot/batch no.) Megredniau

5. AA1NUNUTIYINN SeUToen drulsenaufmendifnuazainuwss Junds Judueny unindnuay

waneidoudisuen Magadaiau

AuENTANIIALIA

1. Identification ; mmmumu‘ﬁ'izﬂu finished product specification
2. YFunusnendnengy : 90-110.0 % LA of naproxen

3. Uniformity of dosage unit ; maﬁ]r;i’lumuﬁizﬂu finished product specification
4. Dissolution : not less than 80% (Q) of labeled amount of

naproxen in 45 min



44.AANBUZIANIZVBIET Omeprazole 40 mg for injection

Foen Omeprazole 40 mg for injection

AEuTATR LY
1. gUuuy Hursen lyophilized Av1aviaiiiauen Usiemnide dwsuazaneifiodatn
NINaOALEDAR
2. d@nlsenau Usznauniesign Omeprazole sodium ﬁamuﬂaﬁ’u Omeprazole 40 mg Tu
1 vial
3. MUULUTIY U553l YUEdMTUUTIRENEN Usrnnide silauia type | doafumudy
wazussyiauilosiuuas
4. 281N - svydenn dhuuseneufendidy mnuuss Tundn Sudueny aaiinde
waziaunzdoussue L iegednauunu i
- DUNUEUIIYREsiBeaIszyles i eTovnan1sin dauusznounas
PWAANNLIIVDIEN Tundn Tudueny afindnliossday
AMaNTANIINALIA
Finished product specification
h) Test items Specification
1 Identification Complied with finished product specification
2 Assay 90.0 - 110.0 % of labeled amount of
Omeprazole
3 pH (Menasazatunie solvent | Complied with finished product specification
Fngan)
il Uniformity of dosage unit Complied with finished product specification
5 Sterility Complied with finished product specification
6 Bacterial endotoxins Not more than 175 Endotoxin units / 85.2 mg of

Omeprazole sodium 58 Not more than 2.1875

Endotoxin units /mg of Omeprazole

7 Water Not more than 10.0 %
8 Particulate matter
- Size 2 10 um Not more than 6000 particles/container
- Size 2 25 um Not more than 600 particles/container
9 Related substances
- Individual impurity Not more than 0.5%
- Total impurities Not more than 1.0%

10 Constituted solution Complied with finished product specification




NUBLNR - ¥te Uniformity of dosage unit Tl UUBNESLAAIIIEALIBEANANIINTIA
p51e9 mnilleudesneazdeadidusaaulilulu CoA
- nsdiftaanzfounsdenisiiu (waive) nMsasiageuiiaszisieniste Tadulans
lonansvdngusananilasueyiise
- A9ENANTTUTDIAUNINNINTTIUN VUL UTIRYTALAT type |



45.AaNYALIAN1EYB81 Oral Rehydration Salts (ORS)

Foen Oral Rehydration Salts (ORS)

AaURNLY
1. Wugluuvemesiindulseniu wwin 3 - 3.5 3N

¥
P

2. ilonautudiiusinaeddn
Glucose 75 mmol/L
Sodium 75 mEg/L
Potassium 20 mEg/L
Chloride 65 mEg/L
Citrate 10 mEg/L
3. urusTRuRAeT (999) Yasfunutiunasuas ussglugesivhainezadidounesd
4. aenUuA YUz UTIITANRAeN eghstensyy Teansiynisen drudszneudendidy
AT Tununeny waiian tmiinveuadundu Fenuzilunisld eandenis
wqAaeN
5. aanuuUsTAi (Ndes) sxyBeansiamnaen duusznousetdify AmLss Sunan
wayuvaeg Lavfinan wastawnzideuiiuen Tegdaau

AuaNUANIVALlA

1. ldentification mmmummﬁ'szﬂu Finished product
specification

2. Ysunusiendagy 90.0 -110.0 % Labeled amount of

o

Sodium,Potassium,Chloride,Citrate,Glucose

3. Uniformity of dosage unit AT UA finished Product




46.A0ANYALIANIZVBIY Oral Rehydration Salts (ORS)

Foen Oral Rehydration Salts (ORS)

AaURNLY
1. ugluuvemeiinduussniu vwin 5-7 n3u

¥
P

2. ilonautudiiusinaeddn
Glucose 75 mmol/L
Sodium 75 mEg/L
Potassium 20 mEg/L
Chloride 65 mEg/L
Citrate 10 mEg/L
3. urusTRuRAeT (999) Yasfunutiunasuas ussglugesivhainezadidounesd
4. aenUuA YUz UTIITANRAeN eghstensyy Teansiynisen drudszneudendidy
AT Tununeny waiian tmiinveuadundu Fenuzilunisld eandenis
wqAaeN
5. aanuuUsTAi (Ndes) sxyBeansiamnaen duusznousetdify AmLss Sunan
wayuvaeg Lavfinan wastawnzideuiiuen Tegdaau

AuaNUANIVALlA

1. ldentification mmmummﬁ'szﬂu Finished product
specification

2. Ysunusiendagy 90.0 -110.0 % Labeled amount of

o

Sodium,Potassium,Chloride,Citrate,Glucose

3. Uniformity of dosage unit AT UA finished Product




47.AMANBALIANIZVBIYN Paracetamol 250 mg/5 ml in 60 ml

Fown Paracetamnol 250 mg/5 ml

ausuliavaly

1. Gugnh dwdusulsenu

2. Usznoumeiign Paracetamol 250 mg/5 ml Tutsunns 60 ml Usieian alcohol

3. UsTRluNBULULES

4. 281N - svyienn dhnuseneufenddy Anuuss Tundn Sudueny aafindn
waziaunzidouinsuenliegetnauuuussyi

- vunuzusTiiduiasnegsioefesszyliesmietonisin dwuszneu

LATIIARTNLINTBIEY WuTian Tuduengliedietaiay

AuaNUANamalla (USP 38)

Finished Product specification

1. Identification Meet the requirement
2. Assay 90.0-110.0 % LA of Paracetamol
3. Deliverable volume Meet the requirement
4. 4- Aminophenol Meet the requirement

5. pH 4.0-6.9



48.AMANYALIANIZVBIY Paracetamol 500 mg tablet
m Paracetamol 500 mg tablet
AuaNTAnIlY
1. Wueudia viialdimdou
2. Usznoumeien Paracetamol 500 mg (Acetaminophen 500 mg)

3. U339 b URariuadnudiy Uuukassuoadan1een Auuse 1auvingn Juseulnngs wassvy

Tununeny LIegataiau

4. aanszyiunde, Wow UNevuneny, luninde, wunsdouinsueliogetnauuun1tususs

AuaNUANINALIA
1. Identification test maf\]s\immmﬁizﬂu finished product specification
2. Ysunausnendnngy 90.0 ~110.0% L.A. of Acetaminophen

3. Uniformity of dosage units mmmumu‘ﬁszqiu finished product specification

4. Dissolution time LanINaNITaraIevasiie litosandn 80%(Q) veUsuu Nssyuy
aann18lu 30 W9l wanIWanIsaranevesienlilaenin 70%(Q)

YaaUTuad Msvyuuaanaiely 45 il

5. 4- Aminophenol TailAu 0.1 %



49.AMANBULIANIZVBIY Pregabalin 75 mg capsule

Foan Pregabalin 75 mg capsule

ansuliavaly
1. JWuswalgaviinfuusevu Ussneusiede Pregabalin 75 mg
2. vssqluussiianinsadestuuas wazenutu Wnaenegmislinuesen
3. panuuNYUEIdUTEET (W) sgretiosazdessyyTesn duuszneudienddry
ATLTs FuAUDY uaziaviinGn (ot/batch no.) 1egsdau
4. amnuuuTTyias szyfiosn dulszneudendidny aruuse Susde Tuduey

@INKAR (lot/batch no.) kag @nzlauinsueliag19tmLau

AMENTANIINALIA
1. Identification Meet the requirement
2. Assay 95.0-105.0% Labeled amount of Pregabalin
3. Dissolution Not less than 80%(Q) of the labeled amount of
Pregabalin is dissolved in 30 minutes
4. Uniformity of dosage unit Meet the requirement

5. Related compounds
- Any single unspecified impurity  Not less than 0.2%
- Total impurities Not less than 1.0%



50.AMANBLIANIZVBIYY Procaterol HCL 50 mcg tablet

Faen Procaterol HCL 50 mcg tablet

AnauUANQ LY

1.
2.
3.

PYUNTY
drulsgnau
AYULUTTY

{an

AuaNlANIInAila

Dugndedmsuussmu

UsEnaunlemien Procaterol HCL 50 mcg Tu 1 in
ussgluuatioatfunutuly

- unUTTQEREtRedessEYTenT Mendidy AL '"J’u?:umq
LazLaUTHAR

- yuusTAwt fesszyBosn Mendidy arwuse Yunde Sufueny

WBUNHES hazavnzidsusnsuliag1atalauy

Finish Product specification
( A) Procaterol HCl 50 mcg tablet

Test ltem

Specification

|dentification test

MFIVIY

Assay

93.0 - 107.0 % L.A. of Procaterol HCl

Uniformity of dosage unit maﬁ]r;i’lum’mﬁiwiu Finished product specification

Sl e EA R =

Dissolution test

laidaanin 85% (Q) Tuvaan 45 ui




51.AMANYMLIANIEYBIYT Rabies vaccine (vero cell) 2.5 IU/dose for injection

Foen  Rabies vaccine (vero cell) 2.5 IU/dose for injection

AENUAN LU

1. JWuirdudionis sUsuUNIuiden d1msuia
2. Tu 1 dose Usznaumay Rabies Virus Fslasnanaadinizidesluliloovila vero cells &
antigen value lidasnin 2.5 IU/dose

anssinsuiluuuu Non-Preservative

4. HgUTIIINNTUEUTTINEAUTIANNWRYIALAT type | nWiaudwhazaneUsImaInLie

28NEINUIINYUUUTIYTUNARITEYTO8 dIuUsenaumendIfty AINLTE avnEs Tuiinge

Fuduony viEndnas wwnzifewinsueuasidonnuwdsieulniaivenaumngl 2-8 o

wawdualing1atnLau

6. RAINVUNIVULUIIRENUDADITEYYREMIRAIUUTENBUMENEAY AULTY TudueIy 1aal

NER

AuaNUANIINALIA

Identification test
Potency of rabies vaccine
pH

Sterility test

1

2

3

il

5. Toxicity
6. Pyrogen test

7. Residual host cell DNA
8. Bacterial endotoxins

9. Bovine serum albumin

10. Water content

maf\]s\immmﬁizﬂu finished product specification
laitlownan 2.5 1U/dose

7.0-7.8

HTIINUY

mammmmﬁ'izﬂu finished product specification
AT

14ilAu 100 pg/dose

laitAiu 25 endotoxin unit/dose

laiannna1 50 ng/dose

A9EUANAsEYlY finished product specification

AaautRnIwmeialude 5 wiate 6 eradendeladenils wiens 2 Teila

NUTLYIR
- 9

1. Tunsdififimsssy@adildfiands (intradermal, ID ) fostunzifousinfuenandinay
AMZNIIUNITO M TRaz1UsEAlned nTudanlaRmds wazUfuRn1uA1 Lugd1v0999ANIS
owsielan lneadulmidudesuansdsmanisinuvmenddnlfifuisssavsnmuazeudaonsisly
nsld Wefisuiviafuinassnilaeidesdimsffiuilunsasmainsunmdieeusuluseduuiuni
%Q‘ﬁQ;I:LS?JIEJ’J‘U’]QJ}ﬁmim’WIUVI’JUf]ﬁ%{]J‘EJ( International peer-reviewd journals )

2. duenansBudiurnuasinveseidleliueguentisenmgiifidmun



Sz.qmé'nwmzqumaam Salbutamol 0.5 % W/V in 20 ml solution for nebulizer
%sn Salbutamol 0.5 % W/V in 20 ml Solution for Nebulizer

ansuliavialy

1. \Jueth Useanide la ifld dwsuldiuiaiosiuga Nebulizer

2. Usgnaumesien Salbutamol 500 mg/100 ml USu1msussy 20 ml

3. ussgbunwuslnadin Joafuuas

4. aansvyiiosn dulsznouieddyuaraiunss Tundn Tudueny viinan uaziaundon
Asuenliegnatnauuuussin
nsdlenitussgluringt amnuunwurUsIYedsTiendesstyden e daulseneuiidAnuas
ALY Yudueny way Lavitnan

AuauUANIunaila (BP 2011)

1. Identification : mw&immuﬁizﬂu finished product specification
2. Assay : 95.0 -105.0% LA Salbutamol
3. pH £ 3.0-5.0

4. Related substances : maﬁ]r;i’lum’mﬁizqiu finished product specification



53.AMANYALIANIZVDIEN

Salbutamol 2.5 mg in 2.5 ml Solution for Nebulizer

Foen  Salbutamol 2.5 mg in 2.5 ml Solution for Nebulizer

AaENTAN DY

1. ansazanglaludid

2. Tu1 vasaUsznauniy Salbutamol Sulfate Usunaiisuwindu Salbutamol 2.5 mg

3. U3TIUAYULUTIPUUY Single dose container uazussalunmuziidosiuuas

4. amn - svydenn danuseneufendidy mnuuss Tunde Sudueny aaiindn
wazaunzidowinsuenlieg e tnnuunuss i

- yunuguTIIiduiasnegeioefesszylesmiedonisdn dauszneu

LATTIAATNLINTBNE WauTikan TuduenglTeenedaian

AMANYUIANIY
Finished Product specification
1. Identification Meet the requirement
2. Assay 95.0 - 105.0 % LA
3. pH 3.0-5.0
4. Sterility test Meet the requirement
5. Particulate matter
> 10 mcm NMT 6,000 particle/container
> 25 mcm NMT 600 particle/container
6. Related substance
Salbutamol ketone NMT 0.5 %
Any individual impurity NMT 0.5 %
Sum of impurity NMT 1.0 %
7. Uniformity of Dosage Unit Meet the requirement
8. Minimum fill Meet the requirement

AautRvamaiinves finish product 4o 7 wazde 8 o1aidendsladenianle



54.@mé’nwmzmww%aam Salbutamol Inhaler (MDI) 100 mcg/dose 200 doses

Fow1  Salbutamol Inhaler (MDI) 100 mcg/dose 200 doses

AnauUAN2LY

1. ifugmiumisunn Yszneusesien Salbutamol/Salbutamol Sulfate Faamyariy
Salbutamol 100 mcg/dose 31U 200 dose
2. ‘Uiiﬁﬂ,umsd‘ux pressurized container PIRAG metering valve

lalauans CFC

4. aaNsEyTesn d1usenau fe1dIAny ANULTI LABY UGS MUAe LU INGRLAZIaY

et JouiFUeLIRg N TNINUNAITUL UTIIVTRUTTAA U ULYINE10E1NTBADITE LD

gvsadIuUsznoUdIfy AULSY Whou U MnunonguaziaviindnlTagetnau

AuENUANINALlA

1. Identification mmmumm'ﬁlizﬂu finished product specification
2. Ysunusiendagy 80.0 — 120.0 % L.A. of Salbutamol #i® puff

3. 91UUIBINIINA valve litfosniniisyyliluaain

4. Uniformity of content maﬁ]r}i’lumuﬁizﬂu finished product specification
5. Uniformity of delivered dose(or metered maﬁ]r;i’lum’mﬁizqiu finished product specification

dose)

6. Deposit of emitted dose

Tngnsvagdeu Widounin 35 % vesUSuueaause puff ing

w1 aerodynamic assessment of fine particle valve

7. Particle size

mmmumu‘ﬁszﬂu finished product specification

8. Related substances

laly1nnin 0.5%




55.AMANEALIAN1ZYRE Silver sulfadiazine 1g/100g cream

Fown  Silver sulfadiazine 1¢/100g cream

ausuliavaly

1. Wuepsudwsuldnmneuen

2. Usgnausiemedifgyae silver sulfadiazine 1 % w/w cream

3. ussglulunuzusTy 450 ¢ annsndosulasuazeuuld

4. aane1 vuUTIIeiszydesnly dnusznouvesiisdidnuazaLLss Turdn

Funuaengy wuiinds wnzideussuen wazdSiiusnuliognsdnau

AuaNUANIINALIA

1. Identification test mmmummﬂ'ssﬁlu finished product specification
20308y wo.o-e@0.0% label amount
3. pH 40-7.0
4. Minimum fill maf\]s\immmﬁizﬂu finished product specification
( Not less than 450 ¢)
5. Microbial limit test mmmummﬁ'izq’iu finished product specification
5.1 Total aerobic microbial count not more than 23 CFU/g
5.2 Total combined yeasts and molds count not more than 10 CFU/g
Absence of Staphyllococcus aures,Pseudomanas aeruginosa ,Escherichia coli

and Salmonella spp.



56.@mé’nwmzl,awwz°uaqsn Simethicone 80 mg chewable tablet
Foen  Simethicone 80 mg chewable tablet

AaENTAN DY

1. Wusudiausenaumeen simethicone 80 mg

2. ssgluumagiiiloumoadvde blister pack Yosfuuasuazanuauld

3. amnuuusTYSsisryTes duvszneudiendidy Anuuss Tundn Yuiueny e
Wan waztawngleudmsuenlisgadaiay

4. aanUuA YL UTTINANR A e TR sdRsTEyTos daulseneudiend @ty Anunse
fuAueny uaziauiindn

AuaNUANIINALIA

1. Identification mmmummﬂ'ssﬁlu finished product
Specification

2. Ysunausnendinngy 85.0-115.0% L.A. of simethicone

3. Uniformity of dosage unit mmmummﬂ'ssﬁlu finished product
Specification

4. Defoaming activity Not more than 45 sec. equivalent to 20

mg simethicone



57.AMANBALIANIZVBIY Sodium chloride 0.9% WV Irrigation 100 ml

Foan Sodium chloride 0.9% W/V Irrigation 100 ml
ausuliavaly
1. sUuuy uasavareusienide la Tifid

2. dwlseney Usenaumesien Sodium chloride 0.9% W/V Usums 100 ml
3.01%UsUsTY USTRluAvususIRendaunianneluunanaindmiuldasusien lnseenuuuly
Undng uwavm sendnnyugldesimaiiazainlunisdurin giuviadonsd
o A A Y v o a a U vy o v Y
AnuuAsaziielavinlduds Slundedaunsatanauls anvueiildussysiesd
TUTUTDIAMUAINNINTTIUYINIVULUTTY MIUNIATTIURER A uaTgnamnTTal (Wen.)
YIBUIRTFIUANNFTUEIMTBANIIINUUILTUATIVIATIENVBITIVNIT LU
N3UANIANENINITNNE d1tinuInsEIUKENTMRRaINTIY (AuR.) NIY
WrmansusnMsiardue) vislususesnduannvurussansaiind)
4. 281N JeUTosn duUsenaumendIfy waeAukssluntiy mOsmol/L Jundn Ju
NUABTY UGS waziavnzideusisuensoudvanudaiou “inulddmivan”
N, L. . - A N ] I Yo v a v
%38 “not for injection “wsedeanuniauvueiwansienildlalddmsunn
LG en LIog9TnauUUA YL UTIAA U9

3. augNUANIAlA

Finish product specification

AuENUANUmALlA USP 40
L USInauIedAgy 95.0 - 105.0% of the LA. Of NaCl
2.|dentification test ATIVU
3.Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL
4.pH 4.5-7.0
5.ron NMT 2 ppm
6.Sterility ATIVU




58.AMANYALIANIZVDIEN
Sodium lactate intravenous infusion compound (Ringer-Lactate solution for injection)
1000 ml

Foen  Sodium lactate intravenous infusion compound (Ringer-Lactate solution for injection)
1000 ml
AuENTAnIlY
1. asazaneusieanie Ta Wlld dusudatvasnidons
2. Usznaumeien : Tu 100 mL
Calcium Chloride 20 mg
Potassium Chloride 30 mg
Sodium Chloride 600 mg
Sodium Lactate 310 mg

3. NYULUTIINAERN USIANWe NHTAUNUSUINT Yu1aUssy 1000 ml dmsuldasanen

4. a9 ueNldusTea el luiuseInMAINNINTTIUYDINIYULUTIININUINTFIY
HANANNAIMNTTU (LN IMITBUINTTIUANAITIYIMITOANTIAINNUILITUATITIATIENVDITIVNNT
WU NTUINEIEAASNITUNNE FTNNULAIFIURERS T gRaMNTIN(ELE), NTUINEIMIARTUINT

uwazdue MIaluTuTeINENEnN1TULUIIY (NSeiidn)

5. ynensiildspadugnensdunsed TlususesnunIMuInsgILaIussIe19NGHEAEa NI

A1 NATIEAVDINNETIVANS

6. aanszyTosdrulsenoufiendify aAnuuss Tuiueny waiinde wasaunsdoui vl
g adALILULUTIY U LagaanuuNvUzUTTIesiesesssyTosmiediulssnou fenddry
uarAILTe Tudueny uasiaviingn uaziidfouvunisurussin “Faldludtaefiinme lactic
acidosis LLawuamﬂéfaaizq total osmolar concentration in mOsmol per L. #58 mOsmol per

mL.



AuautANamalia (USP 36)
1. Identification m’aﬁ]&humuﬁizﬂu finished product specification

2. Content ¢1® 100 ml - Sodium : 285.0-315.0 mg
- Potassium 2142 - 173 mg
- Calcium :4.9-6.0
- Chloride : 368-408 mg

- Sodium lactate : 290.0-330.0 mg (439 231.0-261 mg of Lactate )
3. pH:6.0-7.5

4. Sterility test : #593NU
5. Bacterial endotoxins : litAiu 0.5 USP Endotoxin Unit per ml
6. Heavy metal : laitfiu 0.3 ppm

7. Particulate matter : maﬁ]cimmmﬁizﬂu finished product specification



59.@mé’nwmzmww%aam Sodium valproate 500 mg tablet

Foen  Sodium valproate 500 mg tablet

ausuliavaly

1. 3Uuuu Jugndaviinsuuseniu Immiﬂamﬂa'aa&Jﬂugmwuaaﬂqwélﬁu (Sustained- release
tablet)

2. dUszneu Usznaudedie Sodium valproate 53ufiu Valproic acid tnely 1 uin fianseengn?
WiguwinAuuTunu Sodium valproate 500 mg

3. NYULUTTY UTIYhunvusUaaiin tosfumudy

4. 28N - szyBenn drudszneumendfny Anauss Jundn 5’u§umq \auTisEn Laviay
neideumsueliognadnauuuussiue
- UUMTUEUTIIRLeTion Foesylen ielien1snsfn dauUTENeULALYLIAAINLTY
038 Yundn Tudueny iaviindelfosnaday

AMANUANIANATlA
49 Test items Specification
1 Identification Complied with finished product specification
2 Assay 95.0 — 105.0 % of labeled amount %38 475-525
mg/tab in valproate ion (calculated in Sod.
valproate)
Uniformity of dosage unit Complied with finished product specification
4 Dissolution test USinausenddayflazane
- MAIIN 1 W 10-30%
- Y8997 3 . 30-50%
- V89970 6 V. 50-70%
NUEW) - 91299 Dissolution ag Uniformity of dosage unit TALUUDNATULENITIDAZIDEANA

N30T A51e9 vnfllewasreaziBusidudnavlilulu CoA
- ASANPNZDYULTINITHIU (Waive) NSASIFABUIATIZTNITIENITIA IATULAAILDNEANT
wangIuRInNaINtasUe LR



60.Qmﬁme}mzl,aw1:°ua\1&n Sterile Water for Injection 9u1a 10 ml

Fow  Sterile Water for Injection ¥um 10 ml

AnsuEnaly

1. WHuhusmnide Ta ida

2. Uisﬂum%uz%aﬁwﬁm%’umﬂsmmﬂL%a

3. aanspyiundn, Weu Yflemuneny, @viindn, wunzidouisusiliegnadaauuy
AYULUTT

4. mvugildussydunanainuasilususesnnnIneIAss 1YL USTINNLATTIY
AR IIRAAMNTTU (1BN.) YTNINTFIUAUAITIMTOANTININMUIBNUATIANATIZN
Y9455 WU NsAnermansnIsunmg, dinnuuinsgiundndueignavinssu(@se),
nsAneImansuInsuazdy 9 videlufusesanguanavuzusey (nsditudi) 9
QuaaRnflussglivihufisedeieuazaonsuserdld

AuENUANIYALA

1. ldentification AT

2. UsunausiendrAgy Water for Injection

3. pH 5.0-7.0

4. Sterility test mmmummﬁ'izﬂu finished product specification
5. Pyrogen test/bacterial endotoxin miaf\]mummﬁ'izﬂu finished product specification
6. Volume in container mmmummﬁ'izﬂu finished product specification




61.@mé’nwmzmww%aam Sterile Water for Injection ¥u1a 100 ml

Fow  Sterile Water for Injection ¥uIm 100 ml

AnauUAN2LY

1. Wuihusiaannie Ta Tudd

2. ussghunvusUaaind miugusiannie

3. aanseyiunde, Weu UNevuneny, 1auinde, wunzileumivenliogretaauuu

MYUSUTIY

4. 219U ldussyosliluiusoInuAINNINTFIUVDINITULUTTIAIUNINTFIY

HARATIENAMNTIY (LN IMTD WINTFINANFITIINTBANTIINMUILIIUATIVIATIZY

Y9ITINT WU NSUIMEIMansnIsunngd, ddnnuuinsgundndanenamnssu(ae),

NTUANEIMIANTUTNITHALDU 9 NTBIUTUTERINANEANIYUEUTTY (NTEYYM) 91

a a 1o aaa ! g v ! 14
gananainiussylivinuiseveureuavUasnsionorly

AuENUANIYALA

1. Identification NTIDU

2. Ysuaudedany Water for Injection

3. pH 5.0-7.0

4. Sterility test mmmummﬁ'izﬂu finished product specification
5. Pyrogen test /bacterial endotoxin miaf\]mummﬁ'izﬂu finished product specification
6. Volume in container mmmummﬁ'izﬂu finished product specification




62.@mé’nwmzqumaam Sterile Water for Injection ¥u1a 500 ml

Fow  Sterile Water for Injection YuIm 500 ml

Ansulianaly

1. Hudhunaanide Ta liid

2. Uisﬂum%uz%aﬁwﬁm%’umﬂsmmﬂL%a

3. aanspyiundn, Weu Yflemuneny, @viindn, wunzidouisueiliegnadaauuy
AYULUTTY

6. ArueliussedesiiluIUToRAAIINATEIUYEINTULUTIIABINATE L
HANSUINNNNTTU (HBNINTD IATFIUALAITIEIMTOANTININNUILIIUATIA
WATILVVDITIVNNT KU NTUIMEIAERTNITWIME, d1inauninsgu
HANSUINNAIMNTTU(END), nSIANNMERSUSMSuaTSuY 9 1139lUSUTRINENER
aurussy (13diindn) SgamanainiiussylivihuiiSevetheuazUaonsuserld

AuENUANIYALA

1. ldentification AT

2. UsunausiendrAgy Water for Injection

3. pH 5.0-7.0

4. Sterility test mmmummﬁ'izﬂu finished product specification
5. Pyrogen test/bacterial endotoxin miaf\]mummﬁ'izﬂu finished product specification
6. Volume in container mmmummﬁ'izﬂu finished product specification




63.AMENBALIANITYDIYT Sterile Water for Injection ¥11a 1,000 ml

Fawn  Sterile Water for Injection ¥u1m 1,000 ml

ansuliavaly

1. \Guasazangunmnnidodmiudadidu la i

2. Uisﬂumwx%aﬁwﬁm%’umﬂimmﬂL%a

3. aanszyTundn Weu Temuneny ainan wuneidewiiuoliedrsdaauuunivusussn

4. nsdlanvuzussaiiloui muugildussadoadlufusTesnunNINTHILYEIN VUL UTIINLAINTTIU

AR UTTRAAIMNTTU (WBN.) %130 UINTFIWMNFITUL Y38 ANTININVUIBIIUATITNATIZVIVDIIIVNNT

WU NIAINEIAERSNITLNTE A1ENNUIRIFIUNERSURRAIUNTIN (aNR.), NTUINYIPNERTUSNITIAY
due riielususesanguannivuy ( nsditiud )

AMANUANUNALAYDY Finished product

1. Identification test Gﬁaf\]mummﬁizﬂu finished product specification
2. Ysunausnendeigy Water for Injection

3. pH 50-7.0

4. Sterility test ATIVNUY

5. Pyrogen/bacterial endotoxin test | #9296

6. Volume in container ATIVNUY




64.@mé’n1e}mzl,aw1:°ua\1&n Theophylline 200 mg prolonged-release tablet

Foan Theophylline 200 mg prolonged-release tablet
AnsuliATly

1. Wusdinsutsemurineengnduiy

2. Uszneusemeidifty Theophylline Tuawin 200 me s 1 in

3. °uiiﬁﬂuLLm"TJmaﬁmﬂmﬁ’umm%}u

4. 9o - spyBesn dudsznoudedduarauuse Tundn Tudueny findeuas
wunzdousisuenliegetnauunu i

- vunvurussidudasegetieazdessvylosvidetenisnsm dwlseney

FENd@ALAYAILLIIUBIE lvTINAaLay TuduaIY LiTnu

AnENUANIINALlA

1. Identification AT

2. Ysunusiendangy 95 - 105 % Labeled amount 98¢ Theophylline

3. Uniformity of dosage unit mmmumm'ﬁlizﬂu Finished product specification
4. Dissolution test maﬁ]r}i’lumuﬁizﬂu Finished product specification
5. Related substance Not more than 0.5%




65.AENEBALLIANIEYBIY Tolperisone 50 mg tablet

Foen Tolperisone 50 mg tablet

ansuliavaly

1. Wuendinyiaedeuiidy dmsuiudsennu

2. Usznoume@ien Tolperisone 50 mg

3. ussglunogdidlounesdude blister pack Yosfuuasuazauduld

4. amnseyfiesn dndsenoumendify Anuuss Yunde Sudueny aafindn uasas
e deusuelTogednauULUTIR

5. aNUUATLEUTIITANN AR TR sdRITEyTon diulszneusiendidny Anuuse
fuAueny uaziauiinge

AuaNUANIINALIA

1. Identification ATIINIUALTASEYTY finished product
specification

2. YFunausnendnngy 90.0-110.0 % L.A.of Tolperisone

3. Uniformity of dosage unit mw&immmﬁizﬂu finished product
specification

4. Dissolution time LARINANITAZAN8YORIE1 MTaeNI 80% VB
Unauiiszyld anelu 30 wil

5. Impurity

-Piperidine HCl TailAu 1.0%



66.AMENBALIANIEYBIYY Tramadol HCL 50 mg capsule

m Tramadol HCl 50 mg capsule

ausuliavaly

1. WuendinfuussmuriiauaUga

2. Usgneumesien Tramadol 50 me Tu 1 1fin

3. Us5qluuES Aluminum foil %138 Blister pack anunsadlesiuuasuazauFuls

4. Uuus Aluminum foil ¥de Blister pack agnstpesipsszylesvie drmusznousaen
d1ARY ALY 5’u§um&; LAy LavTinasn

5. ANy VuUTIIeiszydesly dauuszneuvesiindidn AmLss Sundn fu

muAeNY aTGs anzileusiiue wagisiiusnulisgadaiau

AuaNUANIINALIA

1. Identification test mmmummﬂ'ssﬁlu finished product specification
2. YFunusnendengy 90 -110 % label amount of TRAMADOL

3. DISSOLUTION TIME Lsiteandn 75.0% (Q) aelu 45 Wil

4. Uniformity of dosage units maﬁ]r;i’lum’mﬁizﬂu finished product specification

(weight variation %38 Uniformity of weight)



67.AMANYULIANIZYDIYT Vitamin B1-6-12 Tablet

Fo81  Vitamin B 1-6-12 Tablet

ausuliavaly
1. gUuuy Jugndaviinsuuseniu
2. @uusenau Usznaumieedfgfae Vitamin B1 (Thiamine) liitiosnin 100 mg ,Vitamin
B6 (Pyridoxine HCl) laitfosnan 5 mg wag Vitamin B12 (Cyanocobalamine)
laitfoani 50 pg Tu 1 in
3. NYULUTTY ussgluusegiiflounesd wie blister pack Josfuuasuazeuduld Feszy
$u ey Temuneny aviinanlidnauuuussqsios
4. 281N - svydenn dhuuswneufeddyuaranunss Tundn Tudueny waiindnuas
wunzideusinsuelTeg1ednauuuUTIin
- DunuzUIIYREsinfawinssEyTosvietenisnisd dwlseneuuay
YPWAANLIIVDIEN Tundn Tuduey ufindaliossdaiay
AuaNUANIIWATLA
h) Test items Specification
1 Identification Complied with finished product specification
2 Assay - 90.0 - 150.0 % of labeled amount of
Thiamine HCl %38 Thiamine mononitrate
- 90.0 - 150.0 % of labeled amount of
Pyridoxine HCl
- 90.0 - 150.0 % of labeled amount of
Cyanocobalamine
Weight variation - +/-75%
4 Disintegration #3® - m593RUAY Finished product specification
Dissolution




F9Nd9U1928 o

Tutauasiaen
FINET FO-ANA (W1B/UNY/UNET. oo AU S U AUDTNANYBIUTEI/ TN
Fousen/man. BINAO/E{T UV v AT UAYT 1212 e LN
YD e 20750 T BITUB/U N e DUND/AUR e DIV SHALUSYHD o
TV eeee e s s ee e e esesseeeeeeeseeee LR T e T EIMAIL 2o
NATOUNITENAUT BV UUTE DU TTUTBNTE s seeses s

UtV vaiauesImeImusienstneansil il sienfauenilusiaans ddldsunmByaniiuwasavududy Tnefudusiabidesndt o U duaniuiiddnanuasisaey
Jaringaugsond aswndluntdoudmanisiiansanduinensin 3 minasug ot U beol wavdwevenddsmeruianuleulyssuznalulud@oveusazuie warvausulouly
N39ndUE15WTMINgI 1803511 U beol

LEAUDTIATYN DTUIMeeeeeeeeeeeeeceesssenessses 3I18N13 U\Tﬁ
FIMVINIEYUIN Ny

il 31UN13 YUINUTITY U399 59a GPU Fon1sin 5¥a TPU L9A9)

Acetylcysteine @oo mg powder,& ¢ sachet

Aciclovir oo mg tablet
e | Adenosine © mg/lo ml injection

Antazoline hydrochloride o.o& % and Tetrahydrozoline hydrochloride
& | o.o& % ophthalmic solution, & mL
& | Aspirin @@ mg tablet
o | Atenolol &o mg tablet
¢ | Calcium carbonate e&oo mg tablet
= | Carvedilol @o.¢ mg tablet
« | Cetirizine dihydrochloride @o mg tablet
®o | Chlorhexidine gluconate & g/@oco mL cutaneous solution, & L gallon
oe | Cisatracurium e@o mg/& mL solution for injection
@b | Colchicine 0.5 mg tablet
@m | Dextromethorphan hydrobromide @& mg tablet
o& | Dextrose &% W/V in Sodium chloride o.«% W/V injection @,000 ml




i’]ﬂ’]/ﬁ/ﬂi’JEJ‘ZJu’]ﬂ Ny
il 578015 YUIAUTITY EER) 59d GPU Fonsin 5¥a TPU LR
o& | Dextrose &% W/V in sterile water injection @oo ml
oo | Dextrose &% in o.men% Normal Saline Solution &oo ml
o | Diethylcarbamazine moo mg tablet
o= | Diphtheria and Tetanus Vaccine (dT), o.& ml
o« | Doxazosin b mg tablet
wo | Doxazosin & mg tablet
e | Enalapril maleate bo mg tablet
bl | Enalapril maleate & mg tablet
oo | Equine rabies immunosglobulin @coo 1U/& ml Injection
& | FBC Tablet
Fenoterol hydrobromide @.o& mg and Ipratropium bromide o.&¢ mg
¢ | solution for inhalation in & ml
o | Ferric hydroxide polymaltose complex syrup @o mg/ml in oo ml
el | Ferrous Fumarate boo mg tablet
o | Fluticasone propionate elo& mcg metered dose Inhaler o doses
b« | Gemfibrozil moo mg capsule
mo | Gemfibrozil boo mg tablet
me | Gliclazide o mg Modified-Release tablet
o | Glipizide & mg tablet
amen | Glucosamine sulfate powder ,&oco mg ,sachet
e | Hepatitis B vaccine bo mcg/e@ ml suspension for injection
o€ | Hyoscine n butylbromide @o mg tablet
oo | Ibuprofen €@oo mg tablet
e | llsophane human insulin Injection @oolU/ml in en ml cartridge
oz | Isophane human insulin Injection @oolU/ml Injection in @o ml
Isophane Insulin Human e/o% + Soluble Insulin Human eo%
@ | suspension for injection, en ml cartridge




i’]ﬂ’]/ﬁ/ﬂi’JEJ‘ZJ‘LJ’]G] Ny
‘ﬁl I18N19 VUIMNUITY U} %@ GPU ‘?}E}ﬂ’]ﬁﬁ’] %@ TPU 4!
Isophane Insulin Humanelo% + Soluble Insulin Humanemo%
&o | Suspension for Injection @oo IU./mlin @o ml
& | Metformin c&o mg tablet
o | Methimazole & mg tablet
& | Naproxen b&o mg tablet
&< | Omeprazole o mg for injection
@& | Oral Rehydration Salts (ORS) U119 en-en.& N3N
@5 | Oral Rehydration Salts (ORS) U119 &-e) N5U
& | Paracetamol b&o meg/& mlin oo ml
&= | Paracetamol &oo mg tablet
& | Pregabalin e/& mg capsule
&o | Procaterol HCl &o mcg tablet
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