's'lﬂaztﬁﬂﬂqmﬁnumzmmzuuuﬁ‘lmana'ﬁmsa"ﬁ%yarmﬁmwfm
1a2fi B14/2560
i’mmiﬁ 1 Amoxicillin 400 mg + Clavulanic acid 57 mg powder
for oral suspension, 70 mL

Q- Qo =
muﬂ‘s:mﬁaammquaiwmu

1.3887  Amoxicillin 400 mg + Clavulanic acid 57 mg powder for oral suspension, 70 mL

2. amsaaion
A Ywe ¥ o o o
2.1 3uuuy Wuswaudaszaeildentiuaiuaznau (Suspension) §1USUUSEL
; - v o L o4 w
22 gwsznay  1uy3anas 5 mL Usznaududasn Amoxicillin trinydrate TIFNYANY Amoxicillin 400 mg

. . . o o
Wae Clavulanate potassium %38 Diluted potassium clavulanate TIFUYaNY Clavulanic acid

57 mg
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3.1 Finish product speciﬁcation‘""z’

Test item BP 2013 USP 38
1. ﬂ?mmﬁ’amﬁﬁﬁty 80.0 - 120.0 % L.A. of Amoxicillin 90.0 - 120.0 % L.A. of Amoxicillin
80.0 - 120.0 % L.A. of Clavulanic acid 90.0 - 1256.0 % L.A. of Clavulanic acid
2. identification AT AT
3.pH 40-70 38-6.6
4. Clavulanate polymer and NMT 5% wiw (calculated with respect to the -
other fluorescent imputities content of clavulanic acid)
5. Related substances - the area of any peak : NMT 2% -
- the area of any other secondary peak :
NMT 1%
6. Deliverable voluime A3 AT
(a\n}a) ........................................................... trnuamsnIsnms
(W1p180d Na@AITY) _
(m%a) ....................... ﬂ{‘{% .............. nIsuMI (m%a) ................................................. nITuNT
(wgiadien faedm) (WHEMWES mgawiank)

w1 um‘xi"\n‘mﬁm 412560




3.2 Drug substance specification

3.2.1 Amoxicillin trihydrate

(1.(2)

Test item

BP 2013

USP 38

1. YSmaredagy

95.0 - 102.0% of the L.A. of Amoxyciflin

(anhydrous substance)

900 - 1,050 ug of the L.A. of Amoxycillin

(anhydrous basis)

2. Identification AT ATIHIU
3. Appearance of solution L[ g -
4. pH 3.5 - 5.5 (for solution S) 35-6.0

5. Specific optical rotation

+ 290° to + 315 ° (anhydrous substance)

6. Related substances

- any impurity : for each impurity, NMT 1.0%

- Amoxicillin related compound | (D-
hydroxyphenyiglycine) : NMT 1.0%

- Amoxicillin related compound D (amoxicillin
open ring) : NMT 1.0%

- Amoxicillin related compound A (6-
aminopenicillanic acid) : NMT 0.5%

- Amoxicillin related compound G (D-
hydroxyphenylglycylamoxicillin) : NMT 1.0%
- Amoxicillin related compound E (amoxicillin
penilloic derivative) : NMT 1.0%

~ Amoxicillin related compound M (N-
(penicillan-6-yl) open ring amoxicillinamide)

: NMT 1.0%

- Amoxicillin related compound C (amoxicillin
rearrangement product) : NMT 1.0%

- Amoxicillin related compound E (amoxicillin
penilioic derivative) : NMT 1.0%

- Amoxicitlin related compound J (amoxicillin
open ring dimer) : NMT 1.0%

- Amoxicillin related compound L (N-
(penicillan-6-yl) amoxicillinamide) : NMT 1.0%
- Any unspecified individual impurity

: NMT 1.0%

7. Crystallinity - AT
8. N,N-Dimethylaniline NMT 20 ppm -
9. Sulfated ash NMT 1.0% -

10. Water NMT 11.5% - 14.5% NMT 11.5% - 14.5%
GRE L) U vveee OO UTEFUAUSNIINNT
(Wpeed NA&EIINIT)
4 TN 4 =
CRN12) I C‘f‘" ....................... N3NNI (R Ei12) ST oo ATINNTT
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3.2.2 Clavulanate Potassium

(1,(2)

AmauianImaRa

BP 2013

UsP 38

1. USanaanendany

96.5 - 102.0% of the L.A. of Clavulanic acid

(anhydrous substance)

75.5% - 92.0% of the L.A. of Clavulanic acid

calculated on the anhydrous basis

acid

2. Identification ATIVEU AU

3. pH 55-8.0 55-8.0

4. Water NMT 0.5% NMT 1.5%

5. Limit of clavam-2- - NMT 0.01%

carboxylate potassium |
6. Limit of aliphatic amines NMT 0.2% NMT 0.2% [
7. Limit of 2-ethylhexanoic NMT 0.8% NMT 0.8%

8. Chromatographic purity

- Impurities E,G : for each impurity, NMT 1.0%
- Any other impurity : for each impurity,
NMT 0.2%

- Total : NMT 2.0%

Total impurities : NMT 2.0%

12. Specific optical rotation

+53 ° to +63 ° (anhydrous substance)

wapig  nadkianauiu diluted potassium clavulanate Wiemzienunaden 3.2.3

3.2.3 Diluted Potassium Clavulanate'

AmANIaNIINARA

BP 2013

1. Bnmeaendagy

91.2 - 107.1% of the L.A. of Potassium Clavulanate

2. |dentification

HIIHU

3.pH

48-8.0

absorbing at 278 nm

4. Polymeric impurities and other impurities

The absorbance : NMT 0.40 (at 278 nm)

5. Water

NMT 2.5%

6. Related substance

- Total : NMT 2.0%

- Impurities E,G : for each impurity, NMT 1%
- Any other impurity : for each impurity, NMT 0.2%

A a 1Y @ . a I3 o o a ' an s -
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T ﬂa:LE\'.emqmﬁ'ﬂvmzmmxuuuﬁ"lmanmsmsﬁ'ﬂ%anﬁﬁ'wﬁm
\8uN B14/ 2560

s8N 2 Azithromycin 200 mg/5 mL powder for oral suspension

m’mﬂszmﬂﬁ'\mfﬁquaswmﬁ

1. Baen Azithromycin 200 mg/5 mL powder for oral suspension

2. anbaNUGN 11

2.1 3y Wugwadloazanoirldendihusiueznan (Suspension) BIUTUUTENTU
2.2 gudsznay  Ysznaudieaaen Azithromycin dihydrate ﬁaugaﬁ'u Azithromycin 200 mg/5 mL
2.3 MTUTUITY msg‘lum'ﬁuzflmﬁﬂ Lﬁamauﬁnmuﬁ's:q IeenhuzauaznentSunassan 15 mL
@iaﬂﬁammu:msg
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3. amdaianmaha

wammsm%mﬁ:ﬁqmmmﬂu"lﬂmu Finished product specification taz Drug substance specification
i g4 o as 3 Qs a = as A L o« 1 o a
Adrdnninddniuadindisaiu seldensfoudedinauamensunsamIsuazen NIENTMMIHEY
CX o o o Al vy a v v o A o “ o o o o
mwndrdriunlegdedeaduatvifisumiinialuinhunesgunssdsuladiunits audsenne
a ° o A a o A
NINTHMTIUGD (389 YMI01 WA.2556 83737 11 e W.a.2566 (elzmalunsiisnpunsiud
o ) o 1 Wﬁ! as aa
10 Sqwism 2556) nadhliifisuvnliuniugasAiasesamznssumsdsznianamm

3.1 Finish product specification")

Test Item USP 38
1. Usamarsndagy 90.0 - 110.0% of the L.A. of Azithromycin
2. Identification AN
3. Deliverable volume ATINN
4. Water NMT 1.5%
5. pH 8.5 - 11.0 (in the suspension constituted)
6. Uniformity of dosage units AT

(BITD) oo SO - UsemuanenIsung

n3ItunNIg
WHRIRHLN ﬁaﬁ%’mﬁ WNEMNYT MyawIamg
a o

uﬁ'\ﬁﬂﬂumsﬁzqaﬁmmsso



3.2 Drug substance specification : Azithromycin“’

Test item

USP 38

1. Yinmdadagy

945 g - 1,030 g of Azithromycin/mg (calculated on the anhydrous basis)

2. Identification

ATV

3. Specific rotation

-45° to -49° at 20° (Test solution:20 mg per mL, in dehydrated alcphol)

4, Crystallinity A%
5. pH 9.0-11.0
6. Water : NMT 2.0% (as anhydrous)

: 4.0% - 5.0% (as dihydrate)
: 1.8% - 4.0% (as the monohydrate)
:4.0% - 6.5% (as the monohydrate TaofiaTa loss on drying shumtufﬁ)

7. Residue on ignition

NMT 0.3%

8. Heavy metals

NMT 25 ppm

9. Loss on drying

4.0 % - 6.5%

10. Limit of related substances

Test1 (N3l impurity profile includes erythromycin A oxime and erythromycin A
iminoether)

- Erythromycin A iminoether : NMT 0.5%

- Desosaminylazithromycin : NMT 0.3%

- Erythromycin A oxime : NMT 0.5%

- N-Demethylazithromycin : NMT 0.7%

- Azaerythromycin : NMT 1.0%

- 3-Deoxyazithromycin (azithromycin 8) : NMT 1.0%

- Total impurities : NMT 3.0%

#30 Test 2 (l’ﬁ'ﬂ‘itﬁ impurity profile includes azithromycin related compound F)
- AzithromycinN-oxide : NMT 0.5%

- 3'-(N,N-didemethyl)-3"-N-formylazithromycin : NMT 0.5%

- 3'-(N,N-didemethyl) azithromycin (amino azithromycin) : NMT 0.5%

- Azithromycin related compound F : NMT 0.5%

- Desosaminylazithromycin : NMT 0.3%

- 3'-N-{[4-(Acetylamino)phenyl]sulfonyl}-3',3'-didemethylazithromycin : NMT 0.15%
- N-Demethylazithromycin : NMT 0.7%

- Azithromycin C (3"-O-demethylazithromycin : NMT 0.5%

- 3'-De(dimethylamino)-3'-oxoazithromycin : NMT 0.5%

- 3"-N-{[4-(Acetylamino)phenyljsulfonyl}-3'-demethy-lazithromycin : NMT 0.5%

- Azaerythromycin A : NMT 0.5%

- Azithromycin impurity P : NMT 0.2%

- 2-Desethyl-2-propylazithromycin : NMT 0.5%

- 3-N-Demethyl-3'-N-[(4-methylphenyl) sulfonyl] azithromycin : NMT 0.5%

- 3-Deoxyazithromycin (azithromycin B) : NMT 1.0%

- Any individual, unidentified impurity : NMT 0.2%

- Total impurities : NMT 3.0%

o - Y % R a e a & AR we e o
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78 3.2 NUuMINAAIaINTANMiENEUTaZY (Finished product) 78 3.1

3.4 lunsdidunzousnanunnnin 2 9 ssdasdidmnmminenanIdne Long term stability anamiiw
wndulunzfouenanusas wazldsunsaswuivsesenasnnglisnunazasnivn

3.5 luns@ifunadousuniasnii 2 9 wxdasddumnnmNEnsHaMIAN¥IAINAIFIVBIBNFAT %

Wudnlunzdouenanurad LL&:VLG%?UHWSGGWWM%EJ?@GLaﬂmi%’m&&lﬁéﬁu’ﬁm ANL3 9N

A 2
[CREC) R ) nTINMT [GEki1:) RO DD NIINNT
wwgiadien Naasud) (WNBINTT nawiail)

wiiiamunsiizyaiie14:2560



3.6 thasnidugiiiwsauasnaudginsusudszniui lalaedlusyansazanela nsd@mduenilailsen

FULUL (original drugs) asinisfausasn1Inasey Bioequivalence MauarSouiiuiueduuuy lay
FEnuanmdeadullmamaninarinazunwi judlunsfinmFisuysvassmaigasdninnuauenisums
21NIUREEN nszm’mmmsmqm(z)

3.7 nsdtlalgenduuuy desfispamumsdnsmisnafindaife Mycoplasma pneumonia, Clamydia waz
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s18n1sh 3 Cefditoren Pivoxil 100 mg Tablet
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1.#o81  Cefditoren Pivoxil 100 mg Tablet

2. amaanianaly
2.1 3uuuy uewde dnsusulsznu
2.2 gwmtznay  Usznaudasalen Cefditoren Pivoxit 100 mg
23 mrueusy  uInluundagdiitanand wia Blister pack Jaaiin Vasruusuaznutiu
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3. anaNTaNMIMmaia

Namim'm’imﬂ:ﬁqmmwn,‘ﬁuv[ﬂmu Finished product specification waz Drug substance specification ﬁ'
Madsnnindrdiuatuidoniu Seldaenzdoudasminnuasensums muasn NIENTNNTITY
ninsrduAlsdsidenduasufiisurimialminianespwndadiuladiunil aadszne
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3.1 Finish product speciﬁcation“’

Test Item Japanese Pharmacopoeia 16" edition
1. USanudadng 90.0 - 110.0% of the L.A. of Cefditoren Pivoxil
2. Identification AU
3. Purity / Related substances ATIINU
4. Loss on drying NMT 4.0%
5. Uniformity of dosage units AN
6. Dissolution seane'laiviannin 85% lu 20 wifi
3.2 Drugq substance specification”
Test Item Japanese Pharmacopoeia 16" edition :
1. Wlnmaamsey 770 - 820 Pg/mg (Calculated on the anhydrous basis)
2. Identification 37U
3. Absorbance 340 - 360 (50 mg, methanol, 2500 mL)
4. Optical rotation -45° to -52° (50 mg, methanol, 10 mL, 100 mm)
5. Residue on ignition ATITHIN
6. Water NMT 1.5%
(ao%"a) ..................................... Use I UAHENITUNNTY
(Wgd1aad NadILID) _
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3.2 Drug substance specification” (6a)

Test Item Japanese Pharmacopoeia 16" edition

7. Purity - Heavy metals : NMT 10 ppm
- Related substances : #323H %

- Residual solvents : $5790N %
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5180131 4 Clindamycin phosphate 300 mg Injection
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1. Basn Clindamycin phosphate 300 mg Injection

2. amanianaly
2.1 3uny Wuasasmodsieanndes s Wid dwiude
2.2 dwlznay  Wsznaudapeien Clindamycin phosphate 150 mg/mL USanes 2 mL
2.3 MIUVI uss@lumm:ussqmaﬂﬂﬁﬂmnL%a AAAVIAUAT type |
2.4 287N - szq%am FUUTZNBUAMILEIAYUITAIULTI TUNER 'Tui?vumq SUTNER uaz
wwansidoudsuen LLazfiﬁmnﬁu{nmU']'Haﬂwz?'mwuumsqﬁ'wﬁ
- UUMTUSLIIIN aﬂwaﬁaaﬁaasxq%am WiaBanimsdn §amdszneunazuIng
ANULTIVAILN LRUTINER fuéumq%”ﬁ‘mw

3. AmENUANIIINARA

Namsmm%mﬁ:ﬁﬂmmwn,ﬂu'lﬂmu Finished product specification waz Drug substance specification N
=Y Qs o Qv a L ld v 3 o ar 0‘: J
gedsnnnsrdsuaiideany Geldvenaidoudadinuamenssumsewisuazan NITNTWIBITUEY 19
w,vaivvaw v &2 a ' ) “w o S .ud
wndrdsunlidedadaaduativiifsuirimselmininnespundadsuladisunils eudsznanszngs
SDITOAET (309 ST WA2556 R9TUA 11 LB W.A.2556 ealszmelunafinamunmniug 10 figwiow
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3.1 Finish product specification"”
Test item USP 38 BP 2013
1. USanaudamdng 90.0 - 120.0% of the L.A. of Clindamycin 90.0 - 105.0% of the L.A. of Clindamycin
2. Identification AT AT
3. Bacterial endotoxins NMT 0.58 USP EU/mg of clindamycin NMT 0.6 Endotoxin/mg of Clindamycin
4. pH 55-7.0 55-7.0
5. Related substances - the sum of the areas of any secondary
peaks : NMT 8.0%

6. Sterility ATITNW ATITNIN
7. Volume in container AT ATV
8. Particulate matter AN ATV

- 2@ > 10 pm Taifin
6,000/container

- WA > 25 pm iLAn
600/container

GV 1) [
(8998) o AR : A
(Wngiadien Raaimd) (WIHRNINTT Mianiasi)
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3.2 Drug substance specification : Clindamycin phosphate

(1),(2)

Test Item

USP 38

BP 2013

1. Sanmdendaty

Not less than 758 pg/mg of Clindamycin

(Calculated on the anhydrous basis)

95.0 - 102.0% of Clindamycin phosphate

(anhydrous substance) {

clindamycin

2. Identification AT AT

3. Appearance of solution - ATV

4. Crystallinity ATITHIU -
5. pH 35-45 35-45

6. Water NMT 6.0% NMT 6.0%

7. Bacterial endotoxins NMT 0.58 USP Endotoxin U/mg of NMT 0.6 [U/mg

8. Specific optical rotation

+115° to +130°(anhydrous substance)

9. Related substances

- Lincomycin phosphate : NMT 1.0%

- Lincomycin : NMT 0.5%

- Clindamycin B phosphate : NMT 1.5%

- 7-Epiclindamycin phosphate : NMT 0.8%
- Clindamycin 3-phosphate : NMT 03%

- Clindamycin : NMT 0.5%

- Any individual, unspecified impurity

: NMT 1.0% '

- Total impurities : NMT 4.0%

By liquid chromatography

- Any impurity : for each impurity, NMT 2.5%
- Total impurity : NMT 4.0%

o = Y Y . a P3 et a @ AVL ear e o
BNIYR q - ATUNIANSLL JULIIN I (waive) N1IATIIFDLN Lﬂﬂ:v‘ﬂﬂﬂ'ﬁlﬂ 1“ HULFAIDNTIAINITUAINRTIN ﬂsuakﬁ“@lﬂ?ﬁ

- Drug substance specification ﬁmsmmn‘lv%mm:ﬁmmcﬁmﬁﬂ drug substance #3aluiiaTey drug substance Va4
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specification) nsﬂﬁag;s:vrj'mmmj§ﬂuLLﬂaum’”Lmﬁmﬁu wHBILUVLBNETRWUWMNEBNTVALA b (8.5)
W38 finished product specification Waz/W38 Drug substance specification lagaawn lwRawiudsznea
dszmanaaiinnseding wazliifin 2 9 o Wdsemedssmenandidnnsafing

A
CRN12) [ \3 ................... UIe PIUA S NTTUNNT

ATTUNT
Wuginfien farsmd)

(WHR1INTS  Myaniai)

uﬁ-nﬁzmum-sﬁqaﬁmuzseo



2. 1laNENTIUIDINATFIRNTHAAEN

2.1 nsdfiuaalwilszmalng grdadasiianasiureanaspumsndamemumsninoieiuaz 38n1sndlu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmniaeau PIC/S participating authorities
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8NN 5 Cycloserine 250 mg capsule
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1.88:n  Cycloserine 250 mg capsule

2. ansaaianaly
2.1 guuuy Lﬂumm“mmﬂ‘ga §sUSUdTEnu
2.2 dwdnay  Usznaudandaen Cycloserine 250 mg lu 1 1ia
2.3 MTULUTN us*saq’[uumagﬁn.ﬁwﬂauﬁ 30 blister pack UasnuauTw
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Nan’]im’m?mﬁ:ﬁqmmmﬂu‘lﬂﬂ’m Finished product specification waz Drug substance specification
figrsBsnninddsatiindeanu eldaansToudadinuamenTsunse I ILazEN NINTNITITUFY
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3.1 Finish product specification”

Test item USP 38
1. Pinuandnty 90.0% - 120.0% of the L.A. of Cycloserine
2. Identification ATITHW
3. Dissolution NLT 80%(Q) of the L.A. of Cycloserine Twaan 30 want
4. Uniformity of dosage unit ATIIHU
5. Loss on drying ) NMT 1.0% of its weight

3.2 Drug substance specification : Cycloserinem

Test Item _ USsP 38
1. ﬂ%&l’lmﬁ’w’lﬁﬂﬂ”mv NLT 900 pg of Cycloserine per mg
2. Identification AT
3. Specific rotation 108° to 114°
(Test solution : 50 mg per mL, in 2 N sodium hydroxide)
4. Crystallinity AT
5. pH 55-6.5
6. Loss on drying NMT 1.0% of its weight
7. Residue on ignition NMT 0.5%
(ao%a) ................................. UsemuanznIsuns
(Wwdeay  NeAITLIT)
(m%a) ................... ‘ﬂ{“\/ ................... nITNNT (aa%a) nNITUNIT
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51811510 6 Fosfomycin sodium 2 gm for injection
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1. o Fosfomycin sodium 2 gm for injection

2. anbaNana 1
A’ a o @ o 9 =) o
2.1 3wy WWussendneaanigaden swsuiadiniansaatiaadn
[} e/ Qs . . A Qs - .
22 @wdsenay Usznaualndan Fosfomycin sodium FIFUYINY Fosfomycin 2 gm 1w 1 vial
23 MIULUTN mﬁlflum'nu:ussqmmﬂﬁﬂmm’na asnuanudule
2.4 23N - SpyBan SauLsznaudEdiARLAANNLTY TUuKEa TuRuaY wulinda ussiay
neidoudrsuen LLa::'“J%mnﬁufnmmvﬁazhafmauuuusiagﬁmfﬁ
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3. AENUANINARA

wamsmm‘?mﬂ:ﬁqmmmﬂuvl,ﬂmu Finished product specification Wwaz Drug substance specification ‘ﬁ
ddsnnindrdsatuidenu deldenaiondadmiinauamensmnisamisuazen NITNTWEITIAFY Hai
indrdriuAldsnededaaiuatufiifisurinnialndninanasgunsadiuladifunits awusznansinaag
DI 304 YN W.A.2556 8T 11 e W.7.2556 (adﬂizﬂ’lﬂluﬁ’ﬁﬁﬁ]QWELLUﬂHquﬁ 10 dnwiew
2556) N5dk LaiLh muwh'lﬁ‘ﬁfun”uqauﬁﬁwaaﬂm:nssun'\sﬂs:n'msnﬂ'\m

3.1 Finish product speciﬁcation“)

Test Item Japanese Pharmacopoeia 16" edition
1. USanmaasndegy 90.0 - 110.0% of the L.A. of Fosfomycin
2. |dentification AT
3.pH 6.5-8.5
4. Purity Clarity and color of solution : Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg
6. Uniformity of dosage unit ATIWNU
(Weight variation)
7. Foreign insoluble matter AT
8. Insoluble Particulate Matter -2UE 2 10 pm Taiifiu 6,000 ayn1a/container

- aw1@ > 25 pm liifin 600 aunA/container

9. Sterility ATIWNW
10. Water NMT 4.0%

(Wipdwad  Na@IIT) \<
4 ¥ v 4
(89%8) oo S Lo ATINMS (39%8) ATIUNT

Wngiaden i) (WHENINTT NIgawianl)

wﬁ17|'1l11un11ﬁ61‘mﬁ314/2560



3.2 Drug substance specification : Fosfomycin sodium'”

Test ltem Japanese Pharmacopoeia 16" edition
1. ﬂ?mmﬁ’ama”lﬁty 725 ug/mg - 770 ug/mg (Calculated on the anhydrous basis)
2. Identification ATIWU
3. Optical rotation -35° to -5.5°

(0.5 g calculated on the anhydrous bases,water, 10 mL, 100 mm)

4. pH 8.5-105
5. Phosphorus content 16.2% - 17.9%
6. Purity - Clarity and color of solution : Clear and colorless

- Heavy metals : NMT 20 ppm
- Arsenic : NMT 2 ppm

7. Water NMT 3.0%
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VN3 finished product specification Uaz/MIe Drug substance specification lagvaut ludauiudsznme
Uszmenanfiinnsafing uaclaiiiu 2 9 o Sudrzmadszmananidnnseiing
2. 1BNA1ITILIDINIATFIHINTHAALN
21 nsdifizuaalusanalneg ;‘{Nﬁﬂﬁmﬁmnmﬁusaammgmmwﬁmmmwﬁ‘nanﬁLLazf‘sﬁmsﬁalu
MINa®E PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswviazaw PIC/S participating authorities
Eh) ﬁLanmﬁusmmmgmmm§(ﬂmmuv\§'nLnmﬂua:ﬁ%msﬁﬁlumwﬁmm'naaéﬁﬁm'mﬂm:nﬁums
2MMITUAZEN NITNTWRITITHEY Zivuatulasfanusanasasussiafisuniunaninaueiuazimanaiu
nsuaas PIC/S lununaefilauene o.ﬂ’udwq@mmaumsmwaauiﬂUﬁwamﬁmaqﬁﬁuﬂs:mﬂ
dszmanmdiannsefing

A
(CEL2) st RN YsemuAmeNIINNT

nITUNTT
WNFIAHL ﬁ'ﬂﬂ%mﬁ‘ u’mm’sﬁ"ﬁ? mmau‘i%uﬁ
q (2

uﬁ'\ﬁZIﬂumﬁoqaﬁszsso



2.2 nsdfidngmingreincdwszna HHiadallonansiuTasnaumsHaaenawunaninasiue:
SEmsfialumsnaan GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagiieau
PIC/S participating authorities a1iLa"q® auTaUNIATIIeulauinansTUTa I sEMAdsENa TN
Bldnnsadind wieayanaatn uduednadl
3. tana'rsqmn'\mnaw'\ﬁmus"m'\ (Fnwnnana)

3.1 HaMIATI AT IIWHAAA I E U Ta3Lwa AR (Certification of analysis of Finished product) 1
mjuﬁﬁmﬁueﬁama

3.2 HAMIATIAATERGININIAGFLaTIENEETY (Certification of analysis of Drug substance) gl
mswﬁmmjuﬁdmﬁuéﬁathavﬁmaog{wﬁmmua:@wﬁwi’mqﬁu

3.3 lnmInsenangmdnduanusununiniunIniavasingauyesdaendeity (Drug substance)

79 3.2 MujunIndavasndanmsisndniagy (Finished product) 78 3.1
3.4 luns@ifunafougnanannnin 2 9 ssdasfdunnwdnanansinu Long term stability @i
udnlunzfouganuans LLa:'l@ﬁ'ummamu%”mmLanmsmngﬁ‘"ﬁéwmwaou‘%ﬂ'ﬂ
3.5 luns@ifunadousnantasnii 2 9 ssdasddunmwinenamsanmanuasssasmaiin
wadnlunafonenanusns LLaz'léf%'un'ﬁaamu%maoLanmsmmjﬁé’ﬁmwaau’%ﬁ‘ﬂ
3.6 \lasnnidundidesnzmonould dasuuLianmIUFAINNNAIITEINMERSINIRZNE LA
@TaUmswfwﬁmm:aummsnrﬁ”lﬁmﬁm'lﬂ'iumwm’ffuﬁuﬂfﬁ’wjﬂw wasdasuaaITIa i uadiranasaeiy
Toyalwanasinumn
37 nsfﬁf'taihimﬁul,l.uuﬁaaﬁﬁﬂmumsﬁnmm\mEﬁn‘lums%’nm@ﬂ'sUam%amqs:uuﬂs:mﬂ(CNS
Infection) uaz MRSA uaz ldsumsdRuwlunsemmemsunndfidadelduaznansanusnfuseaniawns
snwnlidauninmseinwvassnduuuy nis ﬁsﬁmmmsﬁnmmaﬂﬁﬁnlumﬁnmsg”ﬂ'aUam%amaswu
sz8m (CNS Infection) WAz MRSA W3suifisudszininwiuorduuuu ldsunmsanuwlunsssme
msuwndidatiale
4. @198n9an
4.1 disuanan dasdadnatvenegies 3 vxuwussqﬁwﬁ Fudusmunuusaemoszdveldasudomn
muﬁﬁmu@‘luﬁ'ﬁaqmauﬁ‘ﬁﬁ;ﬂﬂﬁ’m‘fu
5. msﬂszﬁ'uqmmwmﬁaiwau (waastanaIN13TulEnn)
5.1 Uﬂﬁdouauﬁaaﬁa’rql’ﬁ‘l@“lﬂiaUmfﬁ 1 1 duaniusnay
5.2 mnna’mﬁ'dwau ﬁ):ﬁaddoa'hmewmU'luﬁ'usawamsm’mﬁmiw:ﬁméuﬁdwau
5.3 ﬂitﬁﬁmmmﬁ’nmsﬁ’mﬁqyﬁaazi'mmﬁa‘auamﬁadam‘m‘?mm:ﬁqmmw AUILTITNITASFINIIRD
fovvaa089 ‘[empjmU%:@Taadamtﬁuﬁnmm‘hmuﬁummwmidamwiﬂﬁ:ﬁua:Lﬁu;ﬁuﬁmau
m'l:fﬁhU'ﬁL‘r’ia’aﬁ'aolumsmuﬁmﬁ:ﬁqm,mw ns:ﬁﬁ'wu:hm'lmﬂu'lﬂmuqma”nwm:mm: RLTITATV
FIIUENS LRI TN AR TIAEeINENITR9 gﬁfmmuazméa;&hﬁm‘[uﬂ%dalﬂ

5.4 Q"mm:@?ao%’uLﬂ?iﬂuml,fiamlnﬁm@mq vﬁau’i‘aLﬁ@ﬂﬁitﬁauanwwﬁaUﬂszmﬂﬂf} naufnualaylid
Goula

UIe WA USNITNNNT

o P
[GE) J st NIINMS
WWFIalen faaid) (WHENMINDT  ngawianl)

nﬁqi‘i3mum~:ﬁsqa?is14lzsso



6. flanaan ({21e) Buvanlisnidndyarnewasuimua doil

6.1 nsmnamsawmammsvvsmumnnsmwmmam'smmwwzﬂmﬂuvl.ﬁmummmwamuu@

6.2 NIBINRAA U m'ﬂu@unmsunmummnn fasemalesdminnuannssumsewisussen luwganawes
ﬁ'mru'm“naa"m’m

6.3 nsmwuﬂmmﬂmmwmnwa@mnwmmamwawaﬂsvawﬁwaua'vmwﬂaa@nuwawﬂauw"lﬂmm
7. 'mnUswmwaamuawﬂmuwmsmwasmmmmmﬂrmnmmnmmu‘[@ua‘mnmuﬂmvnssums
pwsuazenluszezoa 1 Ddewindsemealsznamaisidnnsaing
8. fudasmiuayu Sensitivity disc 29 oxoid 'lﬁﬁ'uisqwmmamaﬂmq sy (IWusasienansiusasns

CSTELTTHY

nangma 19893

1 = Japanese Pharmacopoeia 16" edition

CEEL) UsemuamenIsums
(Wrudasy
g
CRX) J L A ATTNAS (CERiE:) R R NIINM3
Wngiatien feasud) (WRFINTS nigyanwiang)

wiflamunsiisyaie1412560



- | Qs (- ¥} ¥ Qw
TYIZLDHAA A NHHIRNITURUTBLONFITNITIAT DB T 87
I8IN B14 /2560

183N 7 Linezolid 600 mg Tablet

Q Qo =
mmlszmmamaquaimmu

1.#281  Linezolid 600 mg Tablet

2. amasianalyl

2.1 3uuuy Wuende §m3usulsenmu

22 dmsznay  Uszneudiadaen Linezolid 600 mg lu 1 1ia

23 mrwusny  wnyluunsagiiflounend wia biister pack tasrunudwle

2.4 281N - izq%am FausznaudIiayLsza ML Tunde fuéumq WwvinGe wmzdon
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3. AmaNIANINARA

3.1 Finish product specification™®

1. ﬂ?mmﬁ"amﬁ’lﬁ'ry 90.0 - 110.0 % L.A. of Linezolid

2. ldentification m’;ﬁ]mumuﬁszlﬂu Finished product specification

3. Dissolution msa%thumuﬁszq‘lu Finished product specification

4. Uniformity of dosage units AT

5. Impurity / Related substance m’mmumuﬁ‘ixq‘lu Finished product specification
t?;a%vlal?):u 9

1. a"’ummwmmanm'a'mﬂﬁi"uagrywi‘fumLﬁ‘we’n%’umtﬁaﬁ‘i'mmn'luﬂszmﬁ‘lm uazdua9 (declare)
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muﬂsznma’i’mi’aquaswmﬁ

Metronidazole 500 mg Injection

1. #asn

2. amasnianalyl
2.1 3uuy
2.2 §ulsznay
2.3 MIUUTY
2.4 a8n

Metronidazole 500 mg Injection

A’ 1l o @ o L -3 o
Lﬂummzmaﬂﬁﬁmm’na lﬁ vl.ama FIRITLAGLTINIRRDALR NG
Usznaud 8@ 281 Metronidazole 500 mg (0.5% W) 153195 100 mL
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3. amananInane

NamsmvﬁtﬂﬂzvfﬂmmWLﬁuvthu Finished product specification 1as Drug substance specification 17{

&

319 5amnmmmsnwummnu ‘D'\‘lvl(ﬂ%ﬂ‘ﬂwl.ll gudafIwnIIue WENTTUNITEIRITURL YT ATZNTN ﬁ"lﬁ’]imﬁ"ﬂ

muma"nmﬁm'l’ﬁmoawamﬂuauunmﬁmmmaluumwmmmumawmsu‘l@msuv\m audszne
nsmnommsmmj 1389 5"“U(ﬂ’15’1£}’] W.7.2556 GG’JWY] 11 WE8U W.¢1.2556 (adﬂiwﬂ'lﬁl%i']%ﬂ%il’luLUﬂ‘isﬂ'Ju‘Yl
10 Nﬂu’lﬂ% 2556) nsmvlwmammlwunmanwuﬁr’uamm*nswmsﬂs"mmﬁmm

3.1 Finish product specifica

tion'"

Test item

USP 38

BP 2013

1. Vinudedey

90.0 - 110.0% of the L.A. of Metronidazole

95.0 - 110.0% of the L.A. of Metronidazole

2. Identification AT ATITHH

3. Bacterial endotoxins NMT 0.35 USP EU/mg NMT 3.5 IU/mL
4. pH 45-7.0 45-6.0

5. Particulate matter ATV AT

- 419 > 10 pm iLAin 6,000/container

- 9310 > 25 pm lailfiu 600/container

6. Sterility ATIINIU ATIINY

7. Volume in container AW AT

8. Related substances

the area of any secondary peak is not
greater than the area of the peak due to 2-
methyl-5-nitroimidazole : NMT 0.5%

9. Nitrite - NMT 0.8% calculated with reference to the
content of Metronidazole
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3.2 Drug substance specification : Metronidazole!"?

Test item

USP 38

BP 2013

1. YBnaudamsay

99.0 - 101.0% of Metronidazole

(Calculated on the dried basis)

99.0 - 101.0% of Metronidazole

(Calculated on the dried basis)

. Related compounds

- Tinidazole related compound A
:NMT 0.1%

- Any single unspecified impurity

2. Identification AT AT

3. Appearance of solution - ATIININ

4. Heavy metals NMT 50 ppm NMT 20 ppm
5

By liquid chromatography

- Any impurity : NMT 0.1%
- Total impurities : NMT 0.2%

:NMT 0.1%
- Total impurities : NMT 0.2%

6. Loss on drying NMT 0.5% (at 105° for 2 hour) NMT 0.5% (drying in an oven at 105° for 3 hour)

7. Residue on ignition NMT 0.1% -

8. Sulfated ash - NMT 0.1%
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MINENL PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiisnu PIC/S participating authorities
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3.1 Namim’m’sLﬂi’l:%ﬂmmwwaﬂnm‘m_l'la'n,ﬁlsﬂmawwam (Certification of analysis of Finished product) Tugn
suﬂmtﬂumama
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318NN 9 Railtegravir 400 mg Tablet

ANUTENIAIINIR U5

1. faen Raltegravir 400 mg Tablet

2. amanyianalyl

2.1 guyy Wuedia dwmsusudsemu

22 dwliznay  Uszneusdinaaen Raltegravir 400 mg 1w 1 15

2.3 MTUzuIN msg'l,um'ﬁu:ﬁﬂaﬁﬂ

2.4 28 - 5:14%&381 RIULSENIUAENFINIUAZANULTI TUNER 'S'uﬁvumq Wwvfinde wmzou
#3uen uazdItmausnenen "Hmha‘&’mwuumsgﬁmeﬁ

- UUURNIEN asmﬁfamﬁaasxq%amﬁa’?amamsﬁw UL NaULAZTUIAA UL IIVEIEN

\wufinda fuﬁvumqvﬁ'ﬁ'ﬂmu

3. AnENLGN1MARA

3.1 Finish product specification"”‘z)

1. Py 90.0 - 110.0 % L.A. of Raltegravir

2. Identification mnmumuﬁszy'lu Finished product specification

3. Dissolution Gli’aﬁlmumuﬁiquu Finished product specification

4. Uniformity of dosage units AT

5. Impurity / Related substance m’mﬁi’mmuﬁsquu Finished product specification
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2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.
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18NN 10 Tigecycline 50 mg for injection
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1. Bamn Tigecycline 50 mg for injection
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Namsmaﬁmﬁ:ﬁﬂmmwLﬂuvl,ﬂmu Finished product specification LLa¢ Drug substance specification
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3.1 Finish product specificationm

Test ltem USP 38
1. YSnmdaednty 96.0 - 116.0% of the L.A. of Tigecycline
2. |dentification ATV
3. Uniformity of dosage units ATIIN

4. Organic impurities

- Tigecycline open ring : NMT 0.15%

- Tigecycline 12-oxo-11-hydroxy : NMT 0.5%

- Tigecycline related compound B : NMT 0.7%

- Tigecycline epimer : NMT 2.0%

- Tigecycline quinone analog : NMT 0.3%

- Tigecycline tricyclic analog : NMT 0.5%

- Any individual unspecified degradation product : NMT 0.2%
- Total degradation products : NMT 6.0%

5. pH

45-55

6. Particulate matter
-2w1@ > 10 pm LA 6,000/container
- U@ > 25 ym laitAin 600/container

AU

7. Bacterial endotoxins

NMT 1.75 USP endotoxin units/mg

8. Sterility test

FITHIN

9. Water content

. ) " P
m’mmuﬂ’mﬂ‘s:q‘lu Finished product specification
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3.2 Drug substance specification : Tigecyclinem

Test item USP 38
1. Uanmarendnany 97.0 - 102.0% of the L.A. of Tigecycline (calculated on the anhydrous and solvent-free basis)
2. Identification ATITEY
3. Residue of ignition NMT 0.1%
4. Organic impurities - Tigecycline 12-oxo-11-hydroxy : NMT 0.15%

- Tigecycline related compound B : NMT 0.25%

- Tigecycline epimer : NMT 1.0%

- Specified unidentified impurity : NMT 0.15%

- Tigecycline open ring : NMT 0.020%

- Tigecycline quinone analog : NMT 0.15%

- Minocycline : NMT 0.25%

- Tigecycline tricyclic analog : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 2.2%

5. pH 77-82

6. Water NMT 2.5%

7. Optical rotation -240° to -215° on the anhydrous and solvent-free basis
8. Bacterial endotoxins NMT 1 USP endotoxin unit/ mg of tigecycline
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