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#13a Sulbactam 2 g powder for solution for injection

1. Y081 e13n Sulbactam 2 g powder for solution for injection
2. anuansAaly

2.1 gUuuy Hunsesmanide Funvieiteurn

2.2 @rnilsenau Usgnaumieien sulbactam sodium %éﬂamgaﬁlu sulbactam 2 g
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ffumils MUUIZNIANTENTIAD TG Fo SEYFINTIEN W.A.2561 asiuil 6 Sunau 2561 (aaUszna
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3.1 Finished product specification: Sulbactam injection

3.1.1 Identification Meet the requirements
3.1.2 Assay 95.0-105.0% labeled amount of sulbactam
3.1.3 pH 4.5-7.2
3.1.4 Absorbance Not more than 0.1 (at 430 nm.)
3.1.5 Uniformity of dosage units Meet the requirements
3.1.6 Particulate matter
210 um Not more than 6000 per container
220 um Not more than 600 per container
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3.1.7 Water content Not more than 1.0 %
3.1.8 Sterility test Meet the requirements
3.1.9 Bacterial endotoxins Not more than 0.17 USP endotoxin

unit/mg of sulbactam
3.10 Related substance

- Impurity A Not more than 0.5 %
- Impurity B Not more than 0.1 %
- Impurity C Not more than 0.2 %
- Impurity D Not more than 0.1 %
- Impurity E Not more than 0.2 %
- Impurity F Not more than 0.1 %
- Any unspecified impurity Not more than 0.2 %
- Total impurities Not more than 1.0%
3.2 Drug substance specification: Sulbactam sodium USP40
3.2.1 Identification Meet the requirements
3.2.2 Assay 886-941 g/mg of sulbactam
' " (on the anhydrous basis)
3.2.3 Crystallinity Meet the requirements
3.2.4 Sterility Meet the requirements
3.2.5 Water determination Not more than 1.0 % _
3.2.6 Bacterial endotoxins Not more than 0.17 USP endotoxin

unit/me of sulbactam
3.2.7 Organic impurities

- Sulbactam related compound A Not more than 0.5%
- Amoxicillin related compound A Not more than 0.1%
- 6-Bromopenicillanic acid sulfone Not more than 0.2%
- Sulbactam related compound D Not more than 0.1%
- Sulbactam related compound E Not more than 0.2%
- Sulbactam related compound F Not more than 0.1%
- Any individual unspecified impurity Not more than 0.1%
- Total impurities - Not more than 1.0%

ASNTTUNSAMUARSNYMZANIS

e}zéf\/

Ny

(u1agudld \eshneydy) (wesiiadng nilans) (wwaudssawn Snfenyasiad)




3.3 Drug substance specification: Sulbactam sodium BP2020

3.3.1 dentification Meet the requirement
3.3.2 Assay 97.0-102.0%

3.3.3 Absorbance Maximum 0.1 (at 430 nm)

334 pH 5272 »
3.3.5 Specific optical rotation +219 to +233 (anhydrous substance)
3.3.6 Water Not more than 1.0%

3.3.7 Bacterial endotoxins Not more than 0.17 [U/mg of sulbactam

3.3.8 2-Ethylhexanoic acid Not more than 0.5%

3.3.9 Related substance
- Impurity A Not more than 0.5 %
- Impurity B Not more than 0.1 %
- Impurity C Not more than 0.2 %
- Impurity D Not more than 0.1 %
- Impurity E : Not more than 0.2 %
- Impurity F Not more than 0.1 %
- Any unspecified impurity Not more than 0.1 %
-Total impurities Not more than 1.0 %
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4. Joulvdy ,
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4.1 Laﬂm‘sﬂ'ﬁlmuwmwmumuaumﬁumt,wammufmiuﬂmwﬂima wavdued (declare) wuas

Ban ’

4.1.1 Tuddymstunsfousiue Toun ve.2 ve.3 ne.d wie 8.2 udusnsdl
2.1.2 ludwedungidou ve.1 3o 0.1 vessrfliauenen nieussasiduntatoniseunu

@mmwmmmﬁﬂﬁmeﬁmuﬁfumLﬁau (finished product specification) uagdafmunrRnAINYDIngAY

(drug substance specification) nsdiflegsgninsnsiasundasslufindy azdesuuuianaisnisve

whly (8.5) uwdeu finished product specification wag/#3e drug substance specification laavauily
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4.2 NANSTUTBMINSTIUNTNEREN

4.2.1 nsdlewdnludseindlne dudaseadionansiuseunasgiunisndneimumdninasivas

AWnsiialunisudaenly PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingwiageiu

PIC/S participating authorities #3efilonansfusesnasgiumsnanetnavdninasiuasiin1sinluns

winenvRsINUANENTINNTEMTUATYT NTENTIEEITUET Fatmuntulnefinnuaonndeuas

vidionsundninasinasdsnisfialunisudnen PIC/S Tuvminenditaueny adugigamusounis
arndeulneinansiusesiviulssmeaussmenadiannseling
4.2.2 nsgimsdidandisUseva fudndesdlienansiuseanasgunisuaneniuvaninue

LagdSmsfinlunisuBnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) TagnuEU

PIC/S participating authorities atiuangamuseunisnnaaaulaginanisiusesisiussmealsenin

imdidnvsedind WioonynaeaTn udrusnsdl
4.3 Laﬂmiﬂmmwmmmﬁmuamm

4.3.1 Nan'ﬁm'sﬁmi’lzﬁqmmw Nﬁmﬁm%&ﬂﬁ%’?%gﬁ‘umﬁwﬁm (certificate of analysis of
finished product) 1‘148’15;14171'5%@14&%@8;1&

4.3.2 nan13R59TATIBR AN INIRaAUTeIe1dIAY (certificate of analysis of drug
substance) ﬂ‘bﬂumwammsummLﬂumamwwaqwmammLLawwwémmmv

4.33 Lan'msma%aﬂﬁ'ruaueJummauwuﬁiuwmiuﬂ'ﬁwamammmwmmmmﬂm (drug
substance) 90 4.3.2 fluun1suanvesdndasiendiagy (finished product) 4 4.3.1

4.3.4 pan13finen long term stability maammmqﬁummﬁﬁumLﬁau"lﬁ'ﬁwﬁﬂmuﬂwﬂiﬁmﬁ
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4.3.5 nsdlliuengy biological products i vaccines, blood products Fosfienansiuses
JUNIHAR (Lot release) IMNNTUINGINARTNITUING NTENTWAG1IUGY
4.4 mMsUssRugnInmenTidaoy
4.4.1 Yuiuergvesenitdsey
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Suitdaey
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4.4.3 nsdlfimhenvmavihnisguiedeifidmeuiedmnalieneigunin mhesems
wvihmisdesowesieds Tnediauesian (une) sxdosdseniindnmudwoudimiesvmsdmea
TnswiuanlufFuiaveulideiifedadunmsiinnesiaanm nsdnuielddulumy
AANYILIANTE ‘vm"aaswmﬂwsmaaqauﬁwélﬁ%uﬁmimwmsmuasﬂmmﬂ"’aﬂfcmsumcgl,auaﬁm (Hv1e)
wag/v3efuanlundadely
4.4.4 fauesinn (fue) wwdesiuAeusnileslndvuneny viedlaidanindesanmie
Usznslng Aeudwun Tnelifidoul
4.4.5 nsdhUupfideuiuinwgamail 2-8 ssmwaidea feslenansuansuasfusesiiiissuy
nafivuazdnasendy cold chain system ildunmsgundninast Good Storage Practice (GSP) uae
Good Distribution Practice (GDP)
4.4.6 nsdiiduniifesarans uaz/viedonnenld desdinansfnumnuasanimmdnisasany
wae/M3eReae ludvazanenieg asudiulavaenndesiuenalsiien
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gidia Sacubitril 49 mg and Valsartan 51 mg film coated tablet

1,988 g ufln Sacubitril 49 mg and Valsartan 51 mg film coated tablet

2.auantianaly
2.1 yUuuu gdlandouildn (film coated tablet) ¥liasuussniuy
2.2 drlsenau Tu 1 Wiausgnaumese crystalline salt complex sacubitril 49 mg uag
valsartan 51 mg
2.3 AYULUTTY ussqlunseUnaiin
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wamsmaaﬁmeﬁqmmmﬂuwmm finished product specification #a¥ drug substance
specification fig1edaa1nLadusifuatuieniu FelFaanzidoudodinaunnEATIUNITOIMITHATEN
SENTIAITITUEY Fiilndumuildardeaduatuiifisunimdslmindnnasgunduifulasiu
nile puUsEAAnSENTINENSTIAY 384 SEYTIET N.A.2561 actufl 6 Suneu 2561 (asUsemely
sRRaTUNYIILA 12 QuAiug 2562) uas Bae seydnmen @Ufl 2) w2562 arfuil 3 nsngaau
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3.1 Finished product specification: Sacubitril and Valéartan tablet

3.1.1 Identification Meet the requirements

3.1.2 Assay 95.0-105.0% labeled amount of sacubitril
95.0-105.0% labeled amount of valsartan

3.1.3 Uniformity of dosage units Meet the requirement

3.1.4 Dissolution test Not less than 80% (Q) of sacubutril dissolved

in 20 minutes
Not less than 80% (Q) of valsartan dissolved
in 30 minutes
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3.1.5 Related substances

- Any Unspecified Not more than 0.2%
- Total degradation products Not more than 0.5%
3.2 Drug substance specification: Sacubitril and valsartan
3.2.1 dentification Meet the requirement
3.2.2 Assay 47.6-49.6% labeled amount of sacubitril

(calculated as free acid in an anhydrous and
solvent free basis) 4 '
50.3-52.4% tabeled amount of valsartan
{calculated as free acid in an anhydrous and
solvent free basis)

3.2.3 Water content 4.3-57%
- 3.2.4 Related substances
- Unspecified Not more than 0.1%
- Total unspecified Not more than 0.3%
vianews: - it uniformity of dosage units THuuulenansuanssaziBuananIATIRliATEN
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4.1.1 Tuddynstunsfouiiven Wun ve.2 ne.3 ne.s vide 8.2 ududnsdl
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4.2 ONENTTUTOWINTFIUNTHERY
4.2.1 nsdlewdnlusznelng fudndedlionansiusewnnsgiunisuanenumaninasiuay
Emshaluniswanely PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvitiigau PIC/S
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participating authorities Qﬁudwqmmmaumamwaau‘lﬁmaﬁwamﬁ"mmﬁﬁuﬂwﬂqmjssmmwm
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4.4.3 nsdlimhessmahnsduiieguefidaeuiiedmsiaiinmsigunm wmhesymseh
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Good Distribution Practice (GDP)
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gdia Azilsartan medoxomil 40 mg tablet

1. Fow1 sudln Azilsartan medoxomil 40 mg tablet
2. qauandanaly

2.1 gUnuy gdindindulsyniu

2.2 dadsznau Tu 1 diasgneudaeen Azilsartan medoxomil 40 mg
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pan1snsIelesteiaanimduluniy finished product specification wag drug substance
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3.1 Finished product specification: Azilsartan tablet

3.1.1 Identification Meet the requirements
3.1.2 Assay ‘ 90.0-110.0% labeled amount of Azilsartan
3.1.3 Uniformity of dosage units Meet the requirements
3.1.4 Dissolution test Not less than 80% (Q) of Azilsartan luran 30 W
3.1.5 Total impurities Not more than 8.5%
NUELYO: - $¥a¥e uniformity of dosage units THlLUENESLARITazDEANANTINTIVIATIEY
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4. Rouludy
fauesedesdudunamareionats wionasmeiiotosusesenaslneiiivne TeasSendall
4.1 enansmsliFuoygntunsdeusiueniledmmheluusanedlng uavduns (declare) unasmin
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swazduaquanvaIslaNIZY glEn
gudin Ropinirole 2 mg prolonged-release tablet

1. Yoo vudin Ropinirole 2 mg prolonged-release tablet
2. Aauandanaly

2.1 3Uuuu gudinueuawiln prolonged-release tablet

2.2 dulsznau lu 1 dinusenaudagen ropinirole 2 mg

2.3 AUULUTTY ussgtun1vusetaain annsadestunauasaadule

2.4 9810 ~ UULASEN 5zu%aaﬁamamsf5ﬁ HUUTENOU YUINAITUUSIVOEN

Wi Suvunenglidnay
- vunaesussy seudesmiedomanisdn druuszney TuIAAIINLSS
oeen aaneiloumiuen luiingn SuindauayFumunanglidae
3. gausadAnIamaila .
nan1sns19daszinanimiduluniu finished product specification waz drug substance
specification f8rsBsanninduinfuatuiiiendy Jeldeanafeudediinauangnssunnsomnsaye
nsemTEsIgY Tendiisuildgdteaduatuiidieusivdslminiuasgaduiisulamhi
nils AUsENIANSENTIETITIAY 1§09 SYyR19Ie1 WA 2561 aetudl 6 furAu 2561 (asdsznialy
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2562 (assenidlusieisanununiudl 26 nsngiau 2562)
3.1 Finished product specification: Ropinirole extended-release tablet USP 41

3.1.1 ldentification Meet the reguirements

3.1.2 Assay 90.0-110.0% labeled amount of ropinirole

3.1.3 Dissolution time

Test 1 - Not more than 20%(Q) of the labeled amount of

ropinirole is dissolved in 2 hours _

- 45-65%(Q) of the labeled amount of ropinirole
is dissolved in 12 hours

- Not less than 80%(Q) of the labeled amount
of ropinirole is dissolved in 24 hours

ARENTTUNTAMUARMAN YL

(wwgudld yshreayte) (wwsliadng nilans) easisawnn Anfeyasantd)




Test 2 ~ - Not more than 30%(Q) of the labeled amount
of ropinirole is dissolved in 2 hours
- 40-609%(Q) of the labeled amount of ropinirole
is dissolved in 6 hours
- 65-85%(Q) of the labeled amount of ropinirole
is dissolved in 12 hours
- Not less than 80%(Q) of the labeled amount
of ropinirole is dissolved in 24 hours
Test 3 - Not more than 25%(Q) of the labeled amount
of ropinirole is dissolved in 1 hours
- 40-60%(Q) of the labeled amount of ropinirole
is dissolved in 6 hours '
- 65-85%(Q) of the labeled amount of ropinirole
is dissolved in 12 hours
- Not less than 80%(Q) of the labeled amount
of ropinirole is dissolved in 24 hours
3.1.4 Uniformity of dosage units Meet the requirements
3.1.5 Organic impurities
- Ropinirole monopropyl Not more than 0.5%
- Ropinirole related compound B Not more than 0.5%
- Ropinirole N-hydroxymethyl Not more than 0.5%

- Ropinirole N-oxide Not more than 0.5%
- Ropinirole methylene dimer Not more than 0.5%
- Any individual unspecified Not more than 0.2%
degradation product
- Total degradation product Not more than 1.5%
3.2 Drug substance specification: Ropinirole hydrochloride USP41
3.2.1 Identification Meet the requirements
3.2.2 Assay 98.0-102.0% labeled amount of ropinirole

(on anhydrous)
3.2.3 Residue of ignition Not more than 0.1%
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3.2.4 Limit of Pd Not more than 10 ppm
3.2.5 Organic impurities

Procedure 1

- Open ring nitro derivative Not more than 0.15%
- Monopropyl ropinirole Not more than 0.15%
- N-hydroxyropinirole Not more than 0.15%
- Ropinirole related compound B Not more than 0.15%
- Any individual unknown impurity "~ Not more than 0.1%
- Total impurities Not more than 1.0%
Procedure 2
- Monopropyl ropinirole Not more than 0.2%
- Ropinirole related compound B Not more than 0.3%
- Methylene ropinirole Not more than 0.2%
- Ropinirole isohexyl analog Not more than 0.3%
- Propylidene ropinirole Not more than 0.2%
- Any individual unspecified Impurity Not more than 0.1%
- Total impurities . Not more than 1.0%
Procedure 3
- Ropinirote oxime Not more than 0.15%
- Ropinirole related compound B Not more than 0.15%
- Ropinirole indole derivative Not more than 0.1%
- Any individual unspecified Impurity Not more than 0.1%
-Total impurities Not more than 0.5%
IUBLIR: - 49 dissolution wag uniformity of dosage units TLUUIONEILEAITIIAZLDEANANTS

asrimsed mnilaudeseanduaiidusarlilulu coa

- nsdifnzdoundenisiiu (waive) mInsaagewdiaseimenste IWiuuanenans
véngrusnanfilisueyiimne

- Drug substance specification fiansananluliasievivesndn drug substance %50
Tulaswh drug substance esgndnendnsagy atulaatunils Fiinsasiadnsen
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gdia Verapamil 240 mg prolong-release tablet

1. Yo vudln Verapamil 240 mg prolong-release tablet
2. anuaniATialy

2.1 JUuuu eudnuiaiulsenu

2.2 dhudszneu Ty 1 Wausznaudedien verapamil 240 mg

2.3 AUULUTTY UsTgluukeEUnadn
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uansnsaiasziauninduluna finished product specification uay drug substance

specification fig1sdsanindusinfuatuiivaiu FaldannzidudediinauanenIsuNITOMITLAYEN
NBNTIETUGY Fed i AaE e duatuiiileusivielminimnasgundui$uladiv
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3.1 Finished product specification: Verapamil sustained release tablet

3.1.1 ldentification Complied with finished product specification

3.1.2  Assay 95.0-105.0% of labeled amount of verapamil
hydrochloride ‘ ‘

3.1.3 Dissolution Complied with finished product specification

3.1.4  Uniformity of mass Complied with finished product specification

3.1.5  Impurity Not more than 1.0%
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3.2 Drug substance specification: iBanda (A) w3ada (B) atnslaagawile

(A) Verapamil hydrochtoride USP40

1. Identification

2. Assay

3. pH

4. Loss on drying

5. Residual on ignition

6. Organic impurities
- Individual impurities
- Total impurities

(B) Verapamil hydrochloride BP2016

1. ldentification
2. Assay

3. pH

4. Optical rotation

5. Heavy metal

6. Loss on drying

7. Sulphated ash

8. Related substances
- Unspecified impurity
- Total impurity

wAUELRe:

Meet the requirements

98.0-102.0% of verapamil hydrochloride
(on the dried basis)

45-65

Not more than 0.5%

Not more than 0.1%

Meet the requirement

Not more than 0.3%

Not more than 0.5%

Meet the requirements

99.0 - 101.0% of verapamil hydrochloride
(dried substance)

4.5-6.0

-0.10° to + 0. 10°

Maximum 10 ppm

Maximum 0.5%

Maximum 0.1%

Not more than 0.1%
Not more than 0.3%

_ ¥atte dissolution wag uniformity of dosage units WilUUENATTUAAITIBASBYANE

sasIadaTiey mndlausevasdeaiiduianlilulu COA
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