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&1 Metformin Hydrochloride 500 mg tablet

1. A21UADINTT

81 Metformin Hydrochloride 500 mg tablet

2. anuasianaly
2.1 guuuu .
2.2 dnlsenau :
2.3 ULV :
2.4 a@n:

3. auautAniumaiia

3.1 Finish product specification: Metformin Hydrochloride tablets (USP)

TIUAZIBYAAMANYUZIANS

T5aWeuNagNansNde

Jugude viasulsenu

Tu 1 s Uszneumesien Metformin Hydrochloride 500 mg

usslunvuzdaaiiv Ingussgluis aluminum foil vi3e blister fpack
gyioen dauusenaumenddguaauuse Tunde Fuduond uaziavi

nanliodnesdaauuuussgiug wazULLHIEI0E1Tas I AalisryTann

drulsEnaudieduareiuuse Tuiueigen uazavingn

Test items Specifications
Identification Meet the reguirements
Assay 95.0%-105.0% of the labeled amount of Metformin
hydrochloride
Dissolution NLT 80% (Q) of the labeled amount of Metformir

hydrochloride is dissolved in 30 minutes

Uniformity of dosage units

Meet the requirements

Organic impurities

- Any individual impurity NMT 0.1%

- Total impurities NMT 0.6%
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3.2 Drug substance specification: Metformin Hydrochloride (USP)

Test items Specifications
|dentification White or almost white crystals
Assay 98.5-101.0% on the dried basis
Residue on ignition NMT 0.1%

Organic impurities
- Any individual impurity NMT 0.02% for metformin related compound A

NMT 0.1% for any other impurity

- Total impurities NMT 0.5%
Specification test
Loss on drying NMT 0.5%

3.3 Finish product specification: Metformin Hydrochloride tablets (BP)

Test items Specifications
Identification m‘i’.}ﬁlﬂi’mm’mﬁixqiu Finished product specification
Assay 95.0%-105.0% of the stated amount of Metformin
hydrochloride

Dissolution test m’mﬁhum’mﬁ'izﬂu Finished product specification
Related Substance
-1-Cyanoguanidine NMT 0.02%
asdle Uszsrunssuns  adda I%{ ATIUNIT adde (L e

(WeTuady Wwidsna) (WwaEasyg aevag) WNENSIUNA Wuvjaa)
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3.4 Drug substance specification: Metformin Hydrochloride (BP)

Test itermns Specifications
Identification White or almost white crystals
Assay 98.5-101.0% on the dried basis
Heavy metals NMT 10 ppm

Organic impurities
Impurity A NMT 0.02%

Any other impurity NMT 0.1%

Specification test

Loss on drying NMT 0.5%

Sulfate ash NMT 0.1%

N

a9%D Usgsnunssunms  aedle 33N aWe (Y nssugs
(WeBualy Wif3na) WneEEdugn @eneq) (Wnamshund Jungs)
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TEALLDYAAMENBULIANE
81 Amlodipine 10 mg tablet
Iseweunaanuwsinee

1. AUABINT
81 Amlodipine 10 mg tablet

2. aruantAvily

2.1 jUkuu gudnviinfulsemu

2.2 @ulznau 1 1fn Usznaudiadien Amlodipine 10 mg

2.3 ANVULUTIY . Lﬁﬂ&iwiiﬁﬂum%wﬂmmu (tight containers) Uaafiuuaaig
vunTUEUTIYFessEyTesaly Anause wuiinde Tunusen
TR

2.4 Qa7 : izq%aawﬁalﬂ dulsznaufendfguaraunse Tausltves
13 T ARAusne weitedn wonsdewnsu Jundnwasium
DUNTALIU

3. gausuUAMIamALln

Nan19m523Tas s n 1wduluaiu Finished product specification Wag Drug

¥AIUTY
Rl LERE

)1 ALADU
Inengeld

substance

specification 91989 nLAFYRNSUat Uiy Felaaaneidounedinauamenssunise miIswasen

nsynsEssag uaslundudduiidisusimielnindwnsgundsiisulasmsunds shauszne
NITNIWAITITUGY L%@ﬁ%‘qﬁﬁ’]&l’l W..2561 avfudl 5 uaaN w.m.2561 WaEADIHIULNUHUINTFIY
VNAITD
3.1 Drug substance specification (Reference USP)
3.1.1 Definition A white or almost white powder. Freely solufjle
in methanol, sparingly soluble in alcohol, slightly
soluble in o-propanol and in water
3.1.2 Identification test m’mr;i’mmuﬁwulu drug substance specificatipn
(IR, HPLC)
3.1.3 USunnusnendndgy (Assay) 90.0 - 110% L.A. (anhydrous and solvent-free| basis)
3.1.4 Impurities
3.1.4.1 Residual of ignition laifiu 0.2%
aede UsEsunsTins  adde &(\\ N3SUNS asie ﬂ?m NP3
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3.1.5 Water determination Talifins 0.5% nsel anhydrous form
5¥1I19 3.1-5.0% N6l hydrated form
3.1.6 Optical rotation 98581319929 -0.30 £1 +0.10

3.2 Finished Product specification
3.2.1 Descriptions mi’mw"mmuﬁixqiu finished product specificatjon
3.2.2 Identification test avaasun syl finished product
specification (UV, HPLC)
3.23 USuaudendifry (Assay) 90.0 - 110.0% L.A.
3.2.4 Dissolution laltfoendn 80.0% Tu 30 uit (Q=75%)
3.2.5 Uniformity of dosage units mwmumuﬁszﬂu finished product specificatjon
3.2.6 Impurities
3.6.1 Organic impurities  ASEUMNMNTIT 1

M15149 1 Organic impurities

%ams Acceptance criteria Not more than (%)
1. Amlodipine related compound A 1.0
2. Amlodipine lactose adduct 0.5
3. Amlodipine glucose/galactose adduct 0.5
4. Any unspecified degradation product 0.2
ad%0 Useomunisums  asde &I NITUAT asla dﬁ“‘/ NSNS
(WeFualy w1IA3na) UNENEYYn aeves) (ENSIUIR Funpa)
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Salmeterol + Fluticasone Evohaler (25 mcg + 250 mcg) 120 dose

v
1. ARUABINNT

Salmeterol + Fluticasone Evohaler (25 mcg + 250 mcg) 120 dose

2. auaudanaly
21 gﬂLLw:
2.2 @udsenav

2.3 AYULUTI

2.4 9a1n :

3. ananUANImAin

FUALLDYAAMENBULIANZ

TsanguIagvanTiee

ugmiuganiauin guluy Evohaler
Usznausiesien Salmeterol 25 mcg

propionate 250 mcg fan13 Wu 1 A3 W3aUEASY dose counter
seudiosn duusznaudiendiAn AN TunEs weu Tnen
wuno1y w@Iinds uSEnduin launzideusueuadsn

DENTALIUUY MYULUTTYA U

UuNYUEUIIITdNAneg1nlpedasssyTe diulsznoudien
dfey anuus TuFuonguaziaviindaliognsiniay

3.1 Finish product specification

Wiy Fluticasone

15Mde11

AaNUAnumaile USP 42 BP 2020

1. YSuaudendidey

fomsw 1 Asa

- Salmeterol 88.0-112.0% L.A. of Salmeterol 85.0-115.0% L.A. of Salmeterol

- Fluticasone propionate | 88.0-112.0% L.A. of Fluticasone 85.0-115.0% L.A. of Fluticasone

propionate propionate

2. ldentification

- Salmeterol PIITAUU PIIIHUY

- Fluticasone propionate NI PIIANUY

3. Uniformity Delivered BYIVHIU ATIVUY

dose

4. Aerodynamic size AT RIIHY

distribution

atde Usesunssums  asde i\YL AFFEGAR adde (V  nssms
(weduatdy wiFsna) (Weamaiyy1 @aened) (Weadaund Wuea)
UELWNETIUIYNS WATNITIUIYNTT indunsufuRnTg
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5. Related - Salmeterol-N-alkyl: NMT 0.2% Fluticasone Propionate
substances/Organic - Any unspecified - Impurity D,G:NMT 0.3%
impuritie - degradation product: NMT 0.10% | - Unspecified impurity: NMT 0.5%
- Total degradation products: 0.2% | - Total impurity: NMT 0.5p6
Salmeterol
- Unspecified impurity: NMT 0.5%
- Total impurity: NMT 1.5%
6. Microbial - Total aerobic microbial count:
enumeration tests and NMT 10 cfu/g
specified microorganisms | - Total aerobic yeast and molds
count: NMT 10 cfu/g
7. Foreign particulate - BYN1ATWIA < 10um: sy 140
matter aYNIA/actuation
-8YNIAYWIA 10-100pm: LAy 50
?YNIA/actuation
-0UNAYUIA > 100pm: laitfiu 5
gyNIA/actuation
8. Number of actuations MUY NI
per container
3.2 Drug Substance Specification
3.2.1 Salmeterol xinafoate
AnELTRN9mAilA USP 42 BP 2020
1. Assay 98.0-102.0% of the L.A. (anhydrous) 97.0-102.0% (anhydroys)
2. Identification HIIVUY AN
3. Appearance White or almost white powder
4. Residual on ignition NMT 0.19%
3
adle Usesnunssums  asde N ATIUNTT asta A assups
(efuatdy lwriAsNa) WNENIETYYN aeve) (U9ENTIUNR 1 TuNpa)
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3.2.2 Fluticasone propionate

GRIGHGVER RV

USP 42

BP 2020

1. Assay

98.0-102.0% of the L.A. of
Fluticasone propionate
(anhydrous substance)

97.0-102.0% of the L.A. of

Fluticasone propionate (arjhydrous

substance)

2. ldentification

AT

MUY

3. Appearance

White or almost white poy

der

4. Specific optical

rotation

+32° to +36°

+32° to +36° (anhydrous s

bstance)

5. Related substances

Compound A: NMT 0.02%
Compound B: NMT 0.1%
Compound C: NMT 0.1 %
Compound D: NMT 0.3%
Compound E: NMT 0.3%

Any individual impurities: NMT

- Impurities D, G each NMT]
- Impurity C: NMT 0.2 %

- Unspecified impurity: for
impurity: NMT 0.1%
-Total: NMT 0.8%

0.3%

cach

0.1%

- Total impurity: NMT 1.0%
6. Water NMT 0.29% (w/w) NMT 0.5% (determine on 0[250 g)
7. Acetone NMT 1.0% (w/w) NMT 1.0% (w/w)
NAUIBLY :
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a o & YRS ° v  aa a d a ¢ . .
®. YBIASINTG ATV UTET TIUIU o0 598715 PeISUSEMATIABIENNSaTng (e-bidding)
o, Y28uvedlaTinTs Tssweuiagunsiids Saminadasiny
. 29RUUUTEINUNIASUTRETS b,ged e .00 UM (ERsduLawaudaniiuiifuudndoaddunnuindaw)

<. Juiidnussiainans (51a181989) assud oY% furey e TTURY bged&@p.00 UM
(@i uulnnaudaniuiiuwUnfosidunnumda)
& Metformin Hydrochloride oo mg tablet 91UIU 000,000 Win AelueEy DD0,000.- UM
<o Amlodipine @o mg tablet 91U @,p00,000 WA MEluNEN beo,c00.- UM
a.an Salmeterol + Fluticasone Evohaler (o& mcg + lo&o mcg) oo dose F1UU o,@00 DU
Meluedy e,¢0@ 2w UM

&, UNATINITRITIINETY (59A819549)
&0 Wnmilnetonfmdannigluszuzig b Teuussna
- Metformin Hydrochloride ¢oo mg tablet IUﬁbQ%,@Laﬂﬁ Ndon/lodox aTUTl be NOAINEUY oo
- Amlodipine mo mg tablet Tudedoiaaf Nea/odox 83U o FuIAN beod
- Salmeterol + Fluticasone Evohaler (lo& mcg + lo&o mcg) ewo dose Iuﬁ"a%maﬂuﬁ Nonale/lod o
aTUT o NOFRNEY beom

o. sedaidwidigimuamainans (39A1dn9) nAY
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oo YNENMATYYT dened AWML NFUNITIUIYNTT N3NNI
0.0 YNANSAUTIA [unas fuvus ndunsufusng NIIUATT




