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AMANYRIAANITUDIYN
Amoxicillin 2 ¢ + clavulanic acid 200 mg powder for sotution for infusion, 2.2 g vial
GPU 538998

1. Foe Amoxicillin 2 g + clavulanic acid 200 rmeg powder for solution for infusion

2. auusudanaly
1. Wueenusmannde fuvseaeiuia

2. Ussnoaumeaiukauesngl Amoxicitlin Sodium %aaugaﬁu Amoxicillin 2 ¢ wag Clavulanate
Potassium Fsamyaiy Clavulanic acid 200 mg T 1 vial
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3. aauanUAnaImnAtia

Han15ATITIATIERMA MTNLUAW finished product specification waz drug substance
specification i§143an1nindediruatudientu Sildeevadoudedwinnuenznssunsemsuas
1 nIEnTRATIMEY Wnduinduiléieddenduatuilisurivislmininnassunduiidy
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3.1 aaeuiAnanAilavas Finished product specification :

Co-amoxiclav for injection (BP 2021)

ANANGA _ sreasden
1 | ldentification test ﬂ'su%t‘«iﬂumuﬁsxﬂu finished product
specification
2 | USinadiendifgy
- Amoxicillin sodium 90.0 - 107.5 % labeled amount of
Amoxicillin
- Clavulanate potassium 90.0 - 107.5 % labeled amount of
Clavulanic acid
3 | Alkalinity (pH) 8.0 - 100
4 | Sterility test Sterite
5 | Water NMT 3.5 % w/w
6 | Uniformity of Dosage Units* mswdnumuﬁﬁxﬁlu finished product
specification
7 | Bacterial endotoxins lsinnadn 2.5 1U of endotoxin per mi
8 | Particutate matters
-8 = 10 ptm Laifiu 6,000 aymp/container
- 9u7A 2 25 Pm Taisiiu 600 aynA/container
9 | Related substances
- Impurity D NMT 5 %
- Impurity J NMT 5 %
- Any other secondary peak NMT 3 %%
- Sum of all the secondary peak NMT 15 %
as¥e ..o MNASY ..o ST IUNTIUANS
(wwariing Suniley)
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3.2.1 Amoxicitlin sodium (BP 2021)

3.2 aruauUANIUMATIAYEY Substance Product Specification

AuANUR Tuavdon
1 | Identification test mwci’numuﬁizu’[u drug substance
specification
2 | USinushendrdg 89.0 - 102.0 % labeled amount of
' Amoxicillin sodium
3 | pH 8.0 - 10.0
4 | Specific optical rotation +240° to +2%90°
5 | Water Maximum 3.0%
6 | Bacterial endotoxins Lsiinnnas 0.25 W/mg
7 | Related substances
- Impurity J NMT 3 %
- Any other impurity NMT 2 %
- Total impurities NMT S %
8 | 2-Ethyl hexanoic acid NMT 0.8% m/m
2 | N,N-dimethylanilline NMT 20 ppm
3.2.2 Potassium Clavulanate (BP 2021)
AENUR eazidon
1} ldentification test mnﬁmmuﬁﬁxtﬂu drug substance
specification
2 | Vanashedway 96.5 - 102.0 % labeled amount of
Potassium Clavulanate
3 |pH 55-80
4 | Specific optical rotation +53° 1o +63°
5 | Water Maximum 0.5%
aslio A.‘,,....W.M.W,....AﬂJsxmunisumi
(weadisd Sunitos)
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AtuAIR ERUGHELT)
6 | Bacterial endotoxins Less than 0.03 iU/mg
7 | Polymeric impurities and other Absorbance not greater than 0.40
impurities at 278 nm
8 | Related substances
- Impurity E,.G Fach impurity NMT 1.0 %
- Any other impuritiy NMT 0.2 %
- Total impurities NMT 2.0 %
9 | Aliphatic Amines Maximum 0.2 %
10 | 2-Ethyt hexanocic acid Maximum 0.8%
WU

Impurity E fe (2R,4R,5Z)-2-(carboxymethyl)-5-(2-hydroxyethylidaene)-3-([(2R,3Z,5R)-3-
(2-hydroxyethylidene)-7-oxo-4-oxa-1-aza bicyclo[3.2.0lhept-2ylicarbonylloxazotidine-4-

carboxylic acid

Impurity G fig 4-[(15)-1-carboxy-2-{d-hydroxyphenylethytlamino)-d-oxobutanoic acid
(N-(hydrogensuccinyltyrosine

Wada *Uniformity of dosage units Iuuuana1sswsvidsanan1sniadinsiest windld
wireanduaidudiadlsluly coa

=l = ) o s o
nsanaanziisuLTeintaiy (waive) nMsasivaavhiasizvsisnisle TRtukanenans
fanamileiueuiisey
Drug substance specification #315an9nluTiAsewvesdinin drug substance wia lu
= & v oo & @ kY = o = a -
WATIWN drug substance vasruineduSagu adulaatunils Falinnnnadmsiasuyn

&

WeRtvus

£

N3t drug substance \uansfadniagy (semi-finished or intermediate product) &4t
Unngluhsen Wifgutdamusuanuenansuamnniniaseitldmsgu assseaty
WenAuA finished product
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4. doulviug
4.1 dunamdwenasmsldusyywiunndoudivsndisswireluvssmelnouas
duns (declare) uvianin

4.1.1 Tuddynistunaidoushiuen Mo ne.o o wiuingd)

1.1.1.1 lunsdiduniindaludszvalng aneds veo)
1.1.1.2 tunsdifidugindiensutiaussy (unedis vie.a)
1.1.2.3 luns@iduemindhannsadseve (nels ve.e)

4.1.2 ludwedunsifious ve. e wie 1.1 veseniauesia wiounsasuaide
N1IAVANAUN MIBINARAUTm TS unziTiouly (Binished product specification) uas
dodmunRuaImvesingiy (drug substance specification) nsdlflagseninanis
Wasuwanflniundussdesuuenasmisdiunmisnsvaudly (6.5 1mdon
finished product specification uay/m3s drug substance specification
4.2 wnasiussmmIgiunsudegd

4.2.1 lunsdifowdaluvsemalg drdadesfionasiusennmsgunssdngiag
wannueLazdinisiialunisedae PIC/S (Pharmaceutical Inspection Co-orperation
Scheme) Tnpnire91u PIC/S participating authorities vialilona1sfusewinsgunig
i inmmdninusinasiinsiflunisadngivesddnruanenssunise misazen
nsgnTEEIsg Saimuniulnefirnudensdomasindisuiundninasisasiins i
lunysudinen PIC/S Tumnegficues atiudgamussunisensdoulneinanis fuses
friudsgmadsemasadidnnselind 4.2.2 nidifilusnidensdrauszme Hndndpadl
1BNA155UTAWINTTIUNNIHEALT Mundninusuasdinnsiialunisudaen PIC/S
{(Pharmaceutical Inspection Co-orperation Scheme) Taguiiy 414 PIC/S participating
authorities aduagamusou nsasvasulaviinanisiusesdsiuusenauseninsan
adnvsailind visegnaondn udusnsd
4.3 lenasandnvarresiaussian

4.3.1 HaNTATIVIATIRRMAMNER Tnsivasgndn (Certification of analysis) Tuen
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4.3.2 wan50519hneinun wiaghu (Raw material) vasieddyaldtunis
m%mmiuﬁduﬂuﬁwEi'mﬁgwaaﬁwﬁmmuaz@’mamﬁ'mqﬁu

4.4 9198191
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4.5 siaaiiuenfividmduidaviodufumdminelaoess

4.6 nrsUsyiunmuameiidaey
4.6.1 prwaswidweuedsiipeni 11 dunniudaiey
4.6.2 m‘tqmmﬁ'e'imawz@faaa’&e‘%”nmewa"nEf[.u%’U'samaﬂ’limswﬁl,ﬂ‘s’lzﬁa’ujuﬁaiu
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4.6.7 ﬂimﬂ'ﬁ]uﬂ’mm@‘ﬁLﬁﬁﬁﬂvqﬂqmﬁﬂ”u Z2-8 9IAWAUE AB3lLenNaTLanILAY
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Fluticasone propionate 125 mcg/dose + Salmeterol 25 meg/dose pressurized
inhalation, suspension, 120 dose actuation
GPU 816614

1 %98 Fluticasone propionate 125 mcg/dose + Salmeterol 25 mcg/dose pressurized

inhalation, suspension, 120 dose actuation

2, augiAmly

(1) Wuggerumainguuy evohaler

(2) Usznaumeiien Satmeterol 25 mcg way fluticasone propionate 125 mcg/dose 9747 120
doses loeusdan atcohol

(3) Uﬁq'l,um‘uuz Pressurized container ‘iﬁdﬁﬂﬁ'ﬂ metering valve w%’auusiﬁ; propellant ¥iin
non CHC

(@) VuIIAVIEVABAUTIY ssu%amﬁa%amaﬂ‘ﬁﬁ"n duYTENBY TR AIBITIVRIET BUTiNEe
Tunupeglidmoy

1 o = v 5_ar
(5) VuNADIVTIY TEYTEL W3 aTEMNINITAT dIuTIENBY TUINAINUTIVEILT avneitisudiiue)

wtikdn Tuindauay fununoe

3. guANURNIunALlA

wan13ins19limseiaun Bulyny finished product specification wag drug substance
specification feadsnnwdvirfuatudieniu Sildmnadusedinnuaugnssunse ey
£1 naensETIEn induifuilddenduatuiifieurivielminiunasuanduiiy
lasn¥unils aunlseniAnsenTIIans e 309 s2yd1e1 wa.2561 aciufl 6 Funau 2561 (a9
UsemaluseRrrmunun i 12 nuaniug 2562) wavidss sz (v 2) 72562 agud

3 nsngIeu 2562 (@sUsemaluswisangunwiull 26 nsnges 2562)

%W e UTEEIUATIHMS

Rwofing dunide)

o o PIVNTYE
848 .. % (. LGATTHNNT BNR L ? .m..‘.,(;}.......,ﬂi"ﬁ,lﬂ'}'i

ﬂ”lﬁﬂﬂﬂ‘iﬂu L ges dumsd) u‘manasm NIVIUTE)

/D ...

898 ‘wﬂf@”ﬂh@/"nimmi aste ‘,‘,...“.‘,,“...‘Tf’.?.’;'?.,..f’.’.*.,,.'.’?.",’.?)...,‘,,.,‘,‘.msum‘s

(usaTithunTu ASgITIny (uaviude o Wnaa)



31 ﬁmauﬁﬁmamﬁﬁﬁﬂm Finished product specification

AMENUA

1989y

Identification

Meets the requirements

Assay

-Content of Fluticasone
propionate per actuation

- Content of Salmeterol per

actuation

79.0 - 97.0%

755 -92.5%

Delevered-Dose Uniformity

Complied with finished product specification

Related substance

Related substances for Fluticasone Propionate
- impurities D : NMT 0.3%

- Impurities G : NMT 0.3%

- Any other impurity : NMT 0.2%

- Total impurities : NMT 1.2%

Related substances for Salmeterol

- Any other impurity : NMT 0.2%

- Total impurities : NMT 0.5%

Number of deliveries per inhaler

Complied with finished product specification

Fine particle dose
- Salmeterol (s 835 Cascade
impaction)

- Fluticasone propionate Ine33

Cascade impaction)

USuuendt stage 3-5 = 7-13 mcg

St stage 3-5 = 40-65 mcg

asde @WW%’CAAA/ ......... USEEWNITINNS

(unsaing duniton)

- - 4 Fui vy T\
) %(ﬂ‘iiuﬂ'ﬁ assa ?’M}“‘unﬁumi

uranunsed wysriduvd)

(uranasan wivnde)

y. . , .
asde Wfngﬁnisun15 avde . TG B gy aesyinng

(uwamimiu ASEIS

(1419TAY o WQY)




3.2 auFniAMamAilinYaa Substance Product Specification:

Fluticasone propionate

AMENUA

sigazden

identification

Meets the requirements

Assay

97.5 — 102.0% of the labeled amount of fluticasone

propionate (anhydrous substance)

Related substance

Related substances

- Impurities D,G : Maximum 0.3% (each impurity)
- Impurities C: Maximum 0.2%

- Unspecified impurities : for each impurity,
maximum 0.1%

- Total impurities : Maximum 0.8%

Lirit of acetone

Maximum 1.0%

Specific rotation/optical rotation

32.0° -36.0° (anhydrous substances)

Water

Maximum 0.5%

3.3 anauUANIunAilinuas Substance Product Specification :

Salmeterol xinafoate

AENTRA

swwaziden

identification

Meets the requirements

Assay

97.5 - 102.0% of the labeled amount of Salmeterol

xinafoate (anhydrous substance)

Related substance

Related substances

- Impurities D,G : Maximum 0.2% (each impurity)
- Unspecified impurity : Maximum 0.1% (each
impurity)

- Total impurities : Maximum 0.5%
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AMEUTR swasdun

4

Sulfated ash NMT 0.1%

5

Water NMT 0.5%
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AMANHUNRN YYD

Meropenem 1 g powder for solution for injection/infusion
GPU 944239

1 Fown Meropenem 1 ¢ powder for solution for injection/infusion

2. qriandAnalY

(1) Wumeninadodun

@) Tugn 199 Uszneudeden Meropenem trihydrate w8 anhydrous Meropenem gauyariy
Meropenem 1 ¢ Wa¥ sodium carbonate

(3) UTIPUMIUTUITEAUTMINTD

@) Famnszyfosn dudsznaufedwyuazanunss Susdn Tuduong eiindnuasamydsudiiuem
Hethadnmuuumauzysiiug warasnuunivuzussy edhafosdesszyiervisduusnouiien
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3. usuUintamaila

Han1IRI9 kAT 1ERAMa WU ulUau finished product specification wag drug substance
specification igedevnndusinivatudienfu Hildwnsfoudedninsmangnisunisomskazen
NIEMTNAMTINGY Taidnduifuilisusenduatiuiifeumiviolminiunasgnunduiiulasiu
il AnsEnEnsenTsans NG o1 seyss et w2561 aaiuil 6 Fures 2561 (aedsenialuse
Aeemunwriudl 12 nuniug 2562) uasiFes szuisien @UUA 2) w2562 astuil 3 nsngew 2562
(aesgmAluTvRangunyIiui 26 nngnaa 2562)

3.1 AmdUAMIAnAiAYaY Finished product specification (USP 41)

AEUUR Tuasdun
1 | identification Meets the requirements
2 | Assay 90.0-120.0 %LA. Of Meropenem
3 | Content of sodium 80% - 120%

S A A 0 0 V. YA Ui -1 1 P T 3 1 A A
(Weehing duvivos)
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AEuaUUR TAzGYa

4 1 Uniformity of dosage units Meets the requirements

Organic impurities
5 |- Impurity | - NMT 0.8%

- Impurity li - NMT 0.6%
6 | Bacterial endotoxins test NMT 0.125 USP Endotoxin Unit/me of meropenem
7 | Loss on Drying 9.0% - 12.0%

Particulate matter in injections
8 |-m= 10 Um Taifiu 6,000 eynA/container

- W 2 25 pm laikfiy 6,000 BYMA/container
9 |pH 7.3-83
10 | Sterility test Sterile

3.2 AuaNUANANALAYEY Substance Product Specification (USP 41)
AUANUR Teanden

1 | identification Meets the requirernents
2 | Assay 98.0- 101.0 %LA. of Meropenem (anhydrous basis)
3 | Specific rotation -17° - -21°
4 pH 4.0-6.0
5 | Water determination 11.4% - 13.4%
6 | Residue on ignition NMT 0.19%
7 | Limit of acetone NMT ©.05%

Chromatographic purity
8 | Any of two major impurities NMT 0.3%

Any other impurity NMT 0.1%
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AaENTR yasdua

Sum of alt such other impurities NMT C.3%

g | Sterility test Sterile

10 | Bacterial endotoxins test NMT 0.125 USP Endotoxin Unit/mg of meropenem
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944259)

armoxicillin 2 g + clavulanic acid 200 mg powder 892.487.00 1.080,379.00] VsemMARLEN TTUNTTRRIL TEUUEN UMY
for solution for infusion, 2.2 g vial (GPU) # W.A.2565

(51.99.99.99 -538998)

$wmiesani 2

meropenem 1 ¢ powder for solution for 1,919.580.00 4.223.076.00 UTEMIARLENTIUNTRRILY TS TN
injection/infusion, 1 vial (GPU) (51.99.99.99 - # Wm.2565

MR 3

fluticasone propionate 125 mce/1 dose +
salmeterol 25 mcg/1 dose pressurised
inhalation, suspension, 120 dose actuation

(GPU) (51.99.99.99 -B18614)

1,669,200.00

3,894.800.00

UIsmARMEN TTUNTINAIL I TE UV

# W.91.2565
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