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1. 3oen Acyclovir 500 mg injection or for injection
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3. auANLIANIINAKA

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injectionm

amsuidmonaia o BP 2013
1. YSanmdrendngy 95.0 - 105.0 % of the L.A. of Acyclovir
2. Identification test AT1HU
3. pH 10.7 - 11.7
4. Sterility test AT
5. Bacterial endotoxins NMT 4.37 IU/ mL
6. Particulate matter ATIVHU

-9%1e = 10 pum laitfiu 6,000/container

-9UA > 25 pm Lilfiu 600/container

7. Volume in container ATIVN

8. Clarity and colure of solution ATIVNIN

9. Guanine NMT 1.0%

10. Related substance Any other individual impurity : NMT 0.5%
—
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3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injection'""”

: NMT 0.5%
- total impurities : NMT 1.0%

AmFENIANIINALA USP 35 BP 2013
1. ﬂ?mmﬁ"smﬁ‘mﬁy 90.0 - 110.0% of the L.A. of Acyclovir 95.0 - 105.0% of the L.A. of Acyclovir
2. Identification AN ATITHIU
3. pH 11.0- 125 10.7 - 11.7
4. Water NMT 5.5% -
5. Guanine - NMT 1.0%
6. Related substances - any other individual impurity - any other individual impurity

: NMT 0.5%

7. Bacterial endotoxins

NMT 0.174 USP EU/mg of acyclovir

NMT 0.174 |U/mg

8. Sterility test

ATIINU

AN

9 Uniformity of Dosage units

ATIINIU

AT

10. Particulate matter
-9 2 10 pm aiAu
6,000/container

- U 2 25 pm LaiAn

600/container

ST

ATIU

(2,

3.2 Drug substance specification : Acyclovir

amaalANnInaka

USP 35

BP 2013:

1. UTanmdrendrngy

98.0 - 101.0% of the L.A. of Acyclovir

calculated on the anhydrous basis

98.5 - 101.0% of the L.A. of Acyclovir

(anhydrous substance)

2. Identification ATITEU AU

3. Appearance of solution - AT

4. Water NMT 6.0% NMT 6.0%

5. Ordinary impurities NMT 1% -

6. Related substances Guanine : NMT 0.7% - Impurity B (Guanine) : NMT 0.7%

- Imputrity O : NMT 0.3%

- Impurity A,G,J,K,N,P : for each impurity,

NMT 0.2%

- Impurity C,F,| : for each impurity, NMT 0.1%
- Unspecified impurities : for each impurity,
NMT 0.05%

- Total : NMT 1.5%

NMT 0.1%

7. Sulfated ash -

Y va o . | g a & [ a o
L 1. ﬂﬁml’ﬁ?@'lq@ULﬂ% Acyclovir sodium I‘V\ JULRANIBNRIINITNTIA Lﬂﬂmqmuummamﬂuﬂmaamww

2 nsdinenzdoundinTsiin waive) miamaseLiereinansia Wi Buisaann AN IUAINE TN I8 3Loyifnag

N

CRN 1) J— \\'\‘ ...................... ATINMT

(WHEMIWES Mawiand)

(W93 YaInT)

Hﬁ1ﬁ2/ﬂﬂn17d1‘l§ﬁﬁB06/2559



]

Fonladug
1. ﬁ'ummwmmanmsms'lﬂ”%’nmg.:ynm‘fun:l,ﬁuuﬁﬁ%uuw“aa‘imﬂwluﬂs:ma‘lnﬂ uazd ey (declare)
UNSINA®
1.1 'luﬁ'm"mvmwzuﬂ:l,ﬁuue‘i'ﬁum (N8.2 N8.3 NE.4 URIUANTT)
1.1.1 unsdifdusnindalutszmnalng sansds ne.2
11.2 'lunsrﬁﬁtﬁummL':T"uﬁammﬂwﬁq wneds ne.3
1.1.3 lunsdifidughidraneosne nanefis no.s
12 lusmatunadonen no.1/0.1 Tasenfiauanm witumgazduaiatamInunun M WYBINE AN T
muﬁ"fumtﬁﬂu (finished product specification) LLa:ﬂ’aﬁ'muﬂqmmwmaofﬂqﬁU (drug substance
specification) nstﬁﬁa;J;s:m"mn'ﬁmsuuuﬂaquﬁ*lmLﬁmﬁu ApIunLLENEIRIWMIAWIEM ALt (8.5)
W W3BN finished product specification uaz/HnIe Drug substance specification Tasvaur lvrewiudsznmea
Uzmenamdidnnsafing uazliiu 2 9 o udsenedssnienadidnnsefing
2. 13NFITTUTAINIATFINRNIHAAL
2.1 madfiguaawmbsznalng HriadasiidmunmwinomisdesusamnammummEamamunaninmeiuaz
A3msAalumsnaa GMP-PIC/S wiaifinuiyin VOINTENTNNTITUGY Twwnaenlauase AUUSFAAY
ssunsasaaseulasinansiusastsiudemadlssmenadidnnsefing
22 ny@ffwendiudnendedszina drAadasliiuwinmndiisniifasusaanasgiumnianany
wanInITLaz T mMIAalunTHEALT GMP-PIC/S W38 US cGMP vovsTinagninatuagn aasaums
amareulasiinamiusasfaiudznmadnianaididnnsefing
3. mnmsqmmwnaamﬁtauaﬁm (Fuwrnnang)
3.1 Nammﬁﬁmﬁ:ﬁqmmwNﬁmﬁ'wﬁmaw‘”wﬁm (Certification of analysis) 1um§uﬁduﬂuoﬁasjw
3.2 wamImnvilensinunmingaurasdisndiagy (Drug substance) ﬂﬂumwﬁmmjuﬁdmﬂmﬁaf.i'w
ﬁmaa@wﬁwmuaz@wﬁmi’mqﬁu
3.3 lunsditunadonenwannnia 2 § szdasiidmnnminenamsinm Long term stability anafidiu
Wudnlunadoueanusa Ltaﬂd’%'umsaamu{usaaLanmsmm‘{ﬁéﬂmwaw?ﬁ'ﬂ
3.4 Wunsdidunafoneatosn 2 1 sxdasfidmiunmwinsnansnmnaunessstnamuiou
wudnlunadounanuaas uazldsumsasunasisasianasnnglsmnvasuien
35 ﬂifﬁlﬂuﬂ’\zﬂLL'lJ‘lJR’I'SEIZR’IU]Jﬂﬂ’e]'ml%aﬁ'm{l]aﬂ IUaaIanaTuaEAINNNAIRITEILIMUNRIR
mm”:umsm{'\ﬁmm:aummmnﬁﬁ'm?’am"lm"lum'mvu”mi’uﬁ"l%n”u@'ﬂm UaEFDILFAITIDAsLENa T
seandesnudeyaluanatinuem
36 nsrﬁtﬂumgﬂuuummuﬁaﬂsmmm'fa dminda AURAILaNMTURAININNAIAITBILIAERAINTT
aTanY ua:t%‘amwﬁ:Jm'sﬁvnﬁ'mu'lzaua”nmsnn}"lﬁ'um”dm'l@"lum'lmﬁm;"uﬁ'lﬁﬁ'mjﬂ’:s.l URZADILEAS

2 a s o
iﬁﬂﬂ:lﬁﬂﬂ%dﬂﬂﬂﬂﬁbdﬂﬂﬁhﬂR1ulﬂﬂﬂq5ﬂ1ﬂUﬂ1

4 - '
[GREL:) I <§ ....................... dezmuamensIums

nITUNII

(W193rlh Yasn) (WNFINDI Myawiad)

wihfisunsiligeiieoer2sse



4. Met19
4.1 fiauanen dassvdadwethaiay 3 wiisussanmd %oLﬂwﬁLtnuuaﬂaﬂﬂa:tﬁqm'lﬁ'ﬂiuﬁ"au
muﬁﬁw\uﬂluﬁ'ﬁaqmauu“ém"ﬁ'lﬂﬁwm"u |
5. msﬂs:ﬁuqmmwmﬁdauau (LaAILBNEIINNTIVUIEN)
5.1 mﬁ'dauaum”mﬁmq'lﬂ@"’lsjﬁaun'h 1 9 dunduseney
5.2 mnna’mﬁdouau a:m"aaa‘aa’nmmwdwu'lu%’maawammﬂﬁmﬂ:ﬁm;‘uﬁdauau
5.3 nidifimienensiinsgudaganfsusuiiadinsedinnsin man miaemnepresimitde
F29v9928819 ng‘”mm:m”aqa'umLﬁuSnmm‘hmuﬁwﬁwswmsdmna"it.ﬂﬂ:ﬁua:iﬂucﬁuﬁﬂ'nau
fi'\'l’Eihuﬁtﬁ‘mﬁ’aﬂumsm’mﬁLﬂﬂ:vs‘qmmw mtﬁﬁwudwm’lﬂLﬁu"lﬂmuqmﬁnnmmww: RUBTITMTVE
FmaANE LRSI MTIEUTIANENAINE1IT89 ;‘il’mmm:m?apjwﬁmluﬂ{wia‘lﬂ
5.4 sjmwa:m"ao%’mﬂﬁ‘ﬂumﬁam'lna”ﬂmmq wiaflaifienmsifiensmndandszmsle 9 newimualaslid
Fau'ly
6. flana1an (fu1e) Busaslionidndggineanasumvue aaih
6.1 nsrﬁwan’xsq‘umsm’nﬂﬁ:ﬁmﬁaﬂnnsu%mmam‘msu,w'nu“laiLﬂu'lﬂmummgwwffaﬁ‘muw
6.2 NIHHAAN AT m'ﬂﬁﬂﬁgnﬁumﬁuﬁumnﬁ' asemalasdinnuaneaTsimImisuasn udanaued
dygnesdaszay
6.3 nsrﬁwuﬂvtqummwmnNﬁ@ln”mfvf'ﬁ'madwa@iaﬂszﬁﬂ“ﬁwaua:mmﬂaamﬁ'aeiag«fﬂmﬁ'iﬁ%’um
7. whasmansrasawdns lisiRnsonsfadninniiyssiagndonifuAulasdinnuamensms

amsuazenluszozia 1 ddeuindssmadsemenmdidnnsaiing

naneug : 8§198931n
1 = British pharmacopeia 2013

2 = The United states pharmacopeia 35

A N
(GRE 1) JT k ................... UsT5IUAMSNTINMS
(WuF1a0d NeAI9LIT)
P i. o T
TG T2) [N S nNIINNT [GEEL) YR ST ATINNTT
(W13 yasTm) (WIRTINBT mMggaudant)

wiilarumsi1gailsosr2sse



W
1 ﬂazlﬁ ﬂﬁﬂma numzmmztmuﬁ'lmanm‘smiaﬂ%a LIABN mﬁm
1auNn BO6 / 2559

ﬁsm'liﬁ 2 Amoxicillin 400 mg + Clavulanic acid 57 mg powder I
for oral suspension, 70 mL
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1. é_ﬂéﬂ Amoxicillin 400 mg + Clavulanic acid 57 mg powder for oral suspension, 70 mL

2. ansaaiana ly |
2.1 pluuy nenredmIuTudsemu
22 dwdsznay  Wwd3unaes 5 mL Usznaudasdasn Amoxicillin trihydrate éaaugan’u Amoxicillin 400 mg
uaz Clavulanate potassium %30 Diluted potassium clavulanate ‘Amaugaﬁ‘u Clavulanic acid

57 mg
a 4 iy = Ry o '
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3.1 Finish product specification“”‘z’
ansniamanana BP 2013 UsP 35
1. ﬂ?mmcﬂ"’amﬁﬂﬂ“mu 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 - 125.0 % L.A. of Clavulanic acid
2. Identification AT AT
3.pH 40-7.0 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 AT AT
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3.2 Drug substance specification
o)

3.2.1 Amoxicillin trihydrate

AnNRIANIIMARA BP 2013

USP 35

1. YSunudaendney 95.0 - 102.0% of the L.A. of Amoxycillin

(anhydrous substance)

90.0 - 100.5% of the L.A. of Amoxycillin

(anhydrous substance)

2. ldentification ATIFEU ATIU
3. Appearance of solution ATIVU -
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 compourid 1 (D-
hydroxyphenylglycine) : NMT 1.0%

- Amoxicillin related compound D (amoxiciliin
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 ampxicillinamide)

: NMT 1.0% '

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

- Amoxicillin related compound E (amoxicilfin
penilloic derivative) : NMT 1.0%

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

- Amoxicillin related compound L (N-

{penicillan-6-yl) amoxicillinamide) : NMT 1.0%

7. N,N-Dimethylaniline NMT 20 ppm

8. Sulfated ash NMT 1.0%

9. Water NMT 11.5% - 14.5%

NMT 11.5% - 14.5%

3.2.2 Clavulanate Potassium™

AnAianunana BP 2013

USP 35

1. Wy 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

2. Identification A% AT
3. pH 55-8.0 55-8.0
/
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(1).(2)

3.2.2 Clavulanate Potassium'? (fa)
anmnianamaiia BP 2013 USP 35

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%

acid _

8. Chromatographic purity - Impurities E,G : for each impurity, NMT 1.0% Total impurities : NMT 2.0%
- Any other impurity : for each impurity,
NMT 0.2%
- Total : NMT 2.0%

12. Specific optical rotation +53 ° to +63 ° (anhydrous substance) -

vanug  nadiiagduidu diluted potassium clavulanate il meanuwadef 3.2.3

3.2.3 Diluted Potassium Clavulanate"

AMANTANIINATA BP 2013
1. USumsendney 91.2 - 107.1% of the L.A. of Potassium Clavulanate
2. Identification ATITU
3. pH 48-80

4. Polymeric impurities and other impurities The absorbance : NMT 0.40 (at 278 nm)
absorbing at 278 nm
5. Water NMT 2.5%

6. Related substance - Impurities E,G : for each impurity, NMT 1%

- Any other impurity : for each impurity, NMT 0.2%

- Total : NMT 2.0%

vanswme mdifvenafoudimsiu wave) minmaserAeminumsla lﬂ"ﬂ‘uuﬂmmnmmé’npué’ona’n?i'lﬁi’uw;ﬁﬁau

=

Gewladuq
1. ﬁ'nmmwrhmanmsmﬂa”%’uagzywifmuﬁ pudsueiad e utsinalng ussdung (declare) UNSINAR
1.1 luidymsdunadoudism mo.2 no.3 no.4 udusnsdl)
1.1.1 lunsdifiduenindeludsznalng nanofs no2
1.1.2 lunstﬁﬁt,ﬂummliﬁw‘w‘ammﬂaussq nwds ne.3
1.1.3 lunsdifdusiidraneredssne nunefis no4
12 ludmedunadouen ne.1/8.1 vasefiauamen winuneazdsailanInIUAN N WYRINR AR T
muﬂiifuﬂnﬁuu (finished product specification) LLa:ﬂTaﬁwuﬂqmmwmaquqﬁu (drug substance
specification) nstﬁﬁag;szwi'mmsl.ﬂﬁwuﬂamﬁ*lmw‘imﬁu wApILBULANENIFLIIMWEIBMTIaUT 1 (8.5)
UNWTBY finished product specification WRZ/#38 Drug substance specification Tasvaunlvrauiudsznia
dszmanenfidnnsafing uazliiiu 2 9 o Fudszmadsznianadidnnsafing

2. 19NAITUTDINNATFIRATHAALN

nIzums

wwirh yasn) (e IvET mgawiani)

< P -
wiih3mensi2yniiBoe/2sse



2.1 nsdnudalulsamalng AuRadasliunmwinewihiiesusesnasumIndasmunaninmus
uaAEmRalunIndngn GMP-PIC/S wiaifipuirin POINTENTWATIITY lunmﬂm'ﬁmuamu DMHERE D
musaumIanaseulasinanisivsesfiaiudszmadszniasmBidnnieiing ]

2.2 pyd@fdweningrvneeyszine griadasddamnmuwinemisieiusaanasgumsniasaiy
WAL B M IAGLUNSHEALY GMP-PIC/S %38 US cGMP maoﬂs:mag{wﬁmﬁudwqﬂ ANUTIUNTT
asnmoulasdnamstusasfiviudeemedszmanadidnnsefing
3. mnmiqmmmjmsnﬁtauaﬂm (Fwnnnng)

3.1 WaMIATNIAMERUANNRAA IV IR (Certification of analysis) 'lum*;'uﬁduﬂ*ﬁ‘mzm

3.2 iamIaTvinredgunmwianfuvesdasndfg (Drug substance) m'ﬁ'lummawmﬂﬁduﬂu

eﬁaahovﬁwaujnﬁmmua:z{wﬁmi’mqau

3.3 lunsdidunzdousununnnii 2 9 azdasfidnunnindrananisdinen Long term stability anufidu
Wudnlunzdouenanuaas ua:"lﬂ”%'umsaomuﬁ'maamnmsmmiﬁé’mwmaou?ﬁ'n

3.4 Wwnsdidunaoweatasnd 2 9 sxdasfidiuinwinsransinnanundavestnauiion
Wudnlunzdousnanuaa wazldiunmsasunassasienansnnglisunavasninshn
4. arog19en

4.1 fiaueman dasdsdretnitnathades 3 wihpussanued Faududunuuaasnosaivaldasudau
muﬁﬁ’muﬂluﬂ”ﬁaqmau%ﬁ'ﬂﬂﬁﬁoﬁu
5. miﬂszﬁuqmmwmﬁdauau (wansl@na1In1ITuUTENR)

5.1 mﬁa’auauﬁaaﬁmq’lﬂa"lﬂﬁaundw 1 1 duaniussuey

52 mnmmﬁdwau a:m"aadaﬁmmmwmﬂ'lU%'mmNammﬁﬁmﬁ:ﬁmg‘uﬁ'dauau

5.3 nsrﬁﬁm'zﬂﬁ'ﬁmsﬁwmsémﬁazi‘mmﬁa'mamﬁadmﬁﬁmﬁ:qummw TGP YR AURTRT- )

$p9r0da8819 Tﬂu;jfmm:ﬁaaa'amLﬁ'uSnmuﬁ‘:muﬁ‘vxmuswmsa’em'm?mﬁ:ﬁua:Lﬂu:ﬁuﬁmau
m'l,%’ahuﬁtﬁmﬁaﬂumsmm’imﬂ:ﬁqnmww n'srﬁﬁ'wui'\m"laixﬁu"lﬂmuqmﬁ“nummm: W81V
goauandlisuRMTImIIRRa T ENAINEITEd cjmuua:m?avjwﬁm'luﬂ%via‘lﬂ

5.4 fanpazdasiuisusndasindnueany wiadlaiansifeuanmaanyszmisla g neurmualaslid

Jauly
6. Alawa1an (Fane) Busenlinnifndygnnonasuimua fofh

6.1 nirﬁwamsq‘um’mfimsw:ﬁmﬁmnnsu%ﬂmmam‘mmwnﬂﬂLﬂu‘lﬂmummgmiaﬁ’mm

6.2 NITNARA DU m‘ﬁﬁﬂf{gnﬁumﬁuﬁumnﬁ paamalagdinNuANEATIIMIMILAZEN TWEaTed
dyaazdaszany

6.3 nsrﬁwuﬂumvmqmmwmnwﬁmﬁ’m‘ﬁﬁmadwmﬁaﬂszﬁw%naua:mwﬂaa@ﬁuda@'ﬂwmﬁfum
7. mi.'zimmms'uaadmﬁwﬁvlaj%'nﬁmsmNﬁmﬁ‘mfﬁmﬁﬁﬂs:fﬁgnL‘%umﬁuﬁuTﬂua"wﬁmwﬂmznﬁums
Tuazenluszeziaan 1 Ddewiudsemadszmenadidnnsaiing

nanEg : 81989970
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35

. (W1p$1889 AAAITLIT) \\{
A a
TG RE o) I/ SR nIINNTT TGRET:) N D NIINNT

(w193l yasn) - (WNEMNTS Mgyandant)

wiflamunmiiizyafisoer2sse



v
Bad ganma numzmmumuﬁ"w 1BNAEIINIIIAD mmmeﬁzn
<
1aan BO6 /2559

57811990 3 Ceftriaxone 1 gm for injection

aalsznavIninguarsii - g N /559

1.8aen  Ceftriaxone 1 gm for injection

2. amanianalyl
X a a a o o A
2.1 3uuuy Wwmsgnunaanisafunanisdrniwe dmside
' . v e . . o @ .
2.2 susznay 1w 1 Vial Usznaudie@lsn Ceftriaxone sodium FIFNYANY Ceftriaxone 1.0 g
v o [% - & o k1 o
23 Mausussy  usnluneuiidmitusgndaunannde uwwsusamsilasiuue
24 987 - sry¥as §nLeznaURILEAUATANAULTI TUNER TURUEY WWIIHTY
uwszinwnsdoudriven uasAtmaifivshwen latdanuunursaioed
' % o A A v
- UUMEUEUTIIN adhalaadasTzyFem wisTaminsdn daudsnay use

PWIANMAULTITIIEN LRTTIR® i‘u“aumq‘l’a“f@mu

3. anENLANIINALA

b= . . . . de a
Namim?mLﬂﬁ:ﬁﬂqmn’lmﬂu‘lﬂmu Finished product specification Waz Drug substance specification na13a3
“ o v o oa a4 (e e &Y o
IMNLAFTANTURVULALINY m"ld‘-mwuﬁuumamum’mﬂm:nswmsmwﬁua:m ﬂ?:ﬂi’l(lﬁ"lﬁ’ﬁmq‘ﬂ HIULNTD
ow:ﬂvvnv “ d a - o AV . A v ‘ &
drsunledredidaniuativmasurianislniinin ﬂinﬂ&lmfJUI.YI’II.L@lLﬂ‘tﬂﬂﬁﬂuﬂﬁzﬂ'lﬁﬂitﬂi’wi’Iﬁ’l‘imq‘ﬂ LI
. o o an
5:149\'15’1&!'1 'lvs'uunm;azlwuwaoﬂmnﬁumsﬂsznmﬂmm

3.1 Finish product specification'"”
amaniamMInaia USP 35 BP 2013
1. USinauanendng - Not less than 776 g of Ceftriaxone/ - 92.0% - 108.0% of the L.A. of
mg (Calculated on the anhydrous basis) | Ceftriaxone
- 90.0% - 115.0% of the L.A. of
Ceftriaxone
2. Identification ATIVEHU ATIVHIU
3. Constituted solution AT ANHU
4. Crystallinity AT -
5. pH 6.0-8.0 6.0-8.0
6. Water 8.0% - 11.0% NMT 11.0%
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.8 IU/mL
Ceftriaxone
/
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(1

(2)

3.1 Finish product specification"” (fa)
AmANANIINaRa USP 35 BP 2013
8. Sterility ATITHIW ATIVHIW
9. Particulate matter ATITHIU AU
- 9w1@ > 10 pm Wiifiu 6,000/container
- 9wa > 25 pm liLfiu 600 /container
10. Weight variation %38 ATIVNU ATV
Uniformity of weight(mass)
11. Related substances - - the area of any secondary peak
:NMT 1%
-the sum of the areas of all the
secondary peaks : NMT 5%
3.2 Drug substance specification“)’(z’
qmaniamameia USP 35 BP 2013

1. Yanmshedagy

Not less than 795 pg of ceftriaxone/mg

(Calculated on the anhydrous basis)

96.0 - 102.0% of the L.A. of Ceftriaxone

(Calculated on the anhydrous basis)

Ceftriaxone

2. Identification ATIIU ATIVY

3. Appearance of solution - AU

4. Crystallinity ATI -
5. pH 6.0-8.0 6.0-8.0

6. Water 8.0% - 11.0% 8.0% - 11.0%

7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of Less than 0.08 iU/mg

8. Specific optical rotation

-155° to -170° (anhydrous substance)

9. Related substances

- Any impurity : NMT 1.0%
- Total : NMT 4.0%

10. N,N-Dimethylaniline

NMT 20 ppm

11. 2-Ethylhexanoic acid

NMT 0.8% m/m
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18013 4 Fosfomycin sodium 2 gm for injection
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1. o Fosfomycin sodium 2 gm for injection

2. amaaniana ly

21wy Wumgnannigaiing dmitdadimnasasaad

22 fuwdseney  Usznaudip@asn Fosfomycin sodium %mugaﬁ'v Fosfomycin 2 gm
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3. AFENLAMILNAKA

wamsasadnneiamnimiduliaiy Finished product specification uaz Drug substance gpecification a
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3.1 Finish product specification“’

Qmauﬁan'wtnﬂﬁﬂ Japanese Pharmacopoeia 16" edition
1. USanoudasndnan 90.0 - 110.0% of the L.A. of Fosfomycin
2. ldentification ATIVU
3. pH 6.5-85
4. Purity Clarity and color of solution : Clear and coloriess
5. Bacterial endotoxins Less than 0.025 EU/mg
6. Uniformity of dosage unit AT
(Weight variation)
7. Foreign insoluble matter ATIHIU
8. Insoluble Particulate Matter - UUWIH 2 10 pm Tafin 6,000 a‘gkmﬂ/container

- 4ua 2 25 pm 'Litfiu 600 aynA/container
9. Sterility AU
10. Water NMT 4.0%
(m%‘a) ................................. (f) .................. UssmuamenIsums
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3.2 Drug substance specification™ : Fosfomycin sodium

qma&lﬁawm mana Japanese Pharmacopoeia 16" edition
1. ﬂ?mmﬁdmihﬂ"mv 725 pg/mg - 770 pg/mg (Calculated on the anhydrous basis)
2. Identification ATIIY
3. Optical rotation -35° t0 -5.5°

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

4. pH 85-105
5. Phosphorus content 16.2% - 17.9%
6. Purity - Clarity and color of solution : Clear and coloriess

- Heavy metals : NMT 20 ppm
- Arsenic : NMT 2 ppm
7. Water NMT 3.0%
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5181150 5§ Cefazolin sodium 1 gm for injection
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1.8881  Cefazolin sodium 1 gm for injection

2. anvasianaly
X a o @ o a °
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Nammﬂﬁmﬂ:ﬁqmmmﬂu'lﬂmu Finished product specification was Drug substance specification "
Sradsnnindsdsuatiudioadu deldeenadoudadinauesenssunisemsuazen NINTHITIIUYY
minssduAledridedanduatunfsurimislninit nsdiliiouriuaduwldawyszmanszngg
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3.1 Finish product specification'"”
amdiaMIINaia BP 2013 USP 35
1. ﬂ%mm@‘hméﬁﬂ?y 90.0 - 105.0% of the L.A. of Cefazolin | 80.0 - 115.0% of the L.A. of Cefazolin
2. Identification ATIINU AU
3. pH 40-6.0 40-6.0
4. Clarity of solution / ATIVHU ATIVHU

Constituted solution

5. Related substances - the area of any secondary peak -
: NMT 1.0%

- the sum of the areas of any such
peaks : NMT 3.5%

6. Water NMT 6.0% wiw NMT 6.0%

7. Bacterial endotoxins NMT 0.15 1U per mL NMT 0.15 USP Endotoxin U/mg
9. Specific rotation - -10° to -24°

10. Sterility A319HN ATIHIU
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3.1 Finish product specification

(12) (da)

AmFuianinaiia

BP 2013

USP 35

11. Uniformity of dosage

units

ATIVHW

ATIIHIW

12. Particulate matter
-2u1@ > 10 ym
1si.Aiu 6,000/container
- U@ > 25 pm
latfin 600/container

#9296 U

NIITHIW

3.2 Drug substance specification

(1(2)

AmsNAN Ak

BP 2013

UspP 35

1. USnmerendagy

95.0 - 102.0% of the L.A. of Cefazolin sodium

(anhydrous substance)

89.1 - 110.1% of the L.A. of Cefazolin sodium

(calculated on the anhydrous basis)

2. Identification AWMU AU

3. Appearance of solution ATIININ -
4. pH 46-6.0 4.0-6.0

5. Specific optical rotation -15° to -24° (anhydrous substance) -10° to -24°

6. Absorbance

260 — 300 (anhydrous substance)

7. Related substances

= Any impurity : for each impurity, NMT 1.0%
- Total : NMT 3.5%

- Tetrazolylacetic acid : NMT 1.0%

- Tetrazolylacetamide acetal : NMT 1.0%
- Cefazolin open-ring lactone-or Cefazolin
3-hydroxymethyl : NMT 0.5%

- Methylthiadiazole thiol : NMT 1.0%

- 7-aminocephalosporanic acid : NMT 1.0%
- Cefazolin 3-methyl analog : NMT 1.0%
- Cefazolin lactone : NMT 1.0%
-Cefazolin acetoxy analog: NMT 1.0%
-Cefazolin deacylated : NMT 1.0%
-Cefazoloic acid isomers : NMT 1.0%
-Cefazolin epimer : NMT 1.0%

-Cefazolin pivaloyl : NMT 1.0%

-Any individual unspecified impurity

: NMT 1.0%

- Total impurity : NMT 3.5%

8. N,N-Dimethylaniline

NMT 20 ppm

9. Water

NMT 6.0%

NMT 6.0%

10.Bacterial endotoxins

NMT 0.15 IU/mg

NMT 0.15 USP Endotoxin Unit/mg

11. Sterility test
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18NN 6 Cefoperazone 1 gm + Sulbactam 500 mg for injection
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1. B Cefoperazone 1 gm + Sulbactam 500 mg for injection

2. ansaanianiahl
2.1 aupy Wunsgndsraniedun dmsudadanimasai§andn
2.2 dmdsnay  Tu 1 Vial Usznaudaudaen Cefoperazone sodium %mugan"v Cefoperazone 1 gm uas
Sulbactam sodium S3aayariys Sulbactam 500 mg
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3.1 Finish product specification"?
1. USinoudaensdnagy 90.0 - 110.0% of the L.A. of Cefoperazone
90.0 - 110.0% of the L.A. of Sulbactam
2. ldentification mwwﬁumﬂuﬁsquu Finished product specification
3. pH av79RMmaATzyly Finished product specification
4. Water content msnw’mmuﬁsquu Finished product specification
5. Sterility ATITHM
6. Bacterial endotoxins m‘ﬁwhu@rmﬁﬁquu Finished product specification
7. Particulate matter ATV
- u1@ > 10 pm 'liAu 6,000/container
- Uue > 25 ym lailfiu 600/container
8. Uniformity of dosage unit ATIINIY
9. Impurity / Related substance m'm;humu‘ﬁi:qlu Finished product specification
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3.2 Drug substance specification

3.2.1 Cefoperazone sodium™®
AnAuANMINALa USP 35 BP2013
1. ﬂ?mmﬁ"lmﬁ’lﬁm 870 ug - 1,015 pg of Cefoperazone/mg 95.0 - 102.0% of Cefoperazone sodium
(Calculated on the anhydrous basis) (anhydrous substance)

2. Identification ATIU AU

3. Appearance of solution - AT

4. Crystallinity ATV -

5. pH 45-65 45-65

6. Water NMT 5.0% NMT 5.0%

7. Sterility test ATIVIU ATIWU

8. Bacterial endotoxins NMT 0.2 USP Endotoxin U / mg NMT 0.2 IU/ mg

9. Related substances - - Any impurity : NMT 1.5%
- Total : NMT 4.5%

10. Acetone - NMT 2.0%

11. Heavy metals - NMT 5 ppm

3.2.2 Sulbactam sodium™*
anguianwinaiia USP 35 BP 2013
1. PSnmdaedney 886 g - 941 pg of sulbactam/mg 97.0 - 102.0% of sulbactam sodium
(Calculated on the anhydrous basis) (anhydrous substance)

2. Identification AU AU

3. Appearance of solution - Clear

4. Absorbance - NMT 0.10 at 430 nm

5. pH - 45-72

6. Specific optical rotation - +219° to +233° (anhydrous substance)

7. Related substances - - Impurity A : NMT 0.5%
- Impurities B,D,F : For each impurity, NMT 0.1%
- Impurities C,E : For each impurity, NMT 0.2%
- Unspecified impurities : For each impurity,
NMT 0.10%
- Total : NMT 1.0%

8. 2-Ethylhexanoic acid - NMT 0.5%

9. Heavy metals - NMT 20 ppm

10. Water NMT 1.0% NMT 1.0%

11. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg NMT 0.17 IU/mg

12. Crystaflinity AU -

13. Sterility AT ATIWIN

o 9/

ad > a ant a & a
wanuwma 1. nidiftsenadouudimaiu waive) miaTiesaviwmzinemala ﬂuuamanmmanpumna’nﬁ‘l@ﬁu AL

9
@

2. niildTanaAuzUuunnan (Cefoperazone+sulbactan 1:1) Tusasonans leur Lanmsmwﬂﬁmﬂ:ﬁqmuﬂmomnﬁﬂ
vasianAUFULILNEY UazBNaINTIATRTNTIA IENTAMIINATlAYEY Cefoperazone sodium UsE Subbactam MatD
32.1 usz 322 vasiEnguiaianiy / g

4 \<
12 U, O P OO UTeUAMeNIIIMT
h"\‘&

windasy Hadasar) \
l
nITUMS TERL 1) N e NTIUMT

wwird yas) @WWEINTS magawinnh

winfizmensfieyaiiBoei2559



Fewludwq
1. ﬁmmmwﬁmLanmin'ﬁ'lﬂ”i"um}ty’m'ifun:tﬁuuﬁﬁumtﬁaémﬁm‘luﬂi:mﬁ"lm Laz& U (declare)
UNRINR®
11 ‘luzhﬁ‘mun'ls'xfumlﬁﬁuo’iﬁ'um (8.2 NE.3 N4 UAIUANTTR)
1.1.1 lunsdifdueindaludsmmelng wansde ne2
112 luniﬂﬁtﬂumﬁ'\nT’nﬁ‘ammﬁamiq rangds ne.3
1.1.3 lunsdimdusidranalssme wanuefls ne.4

12 ludatunadouen ne.1/s.1 vasenfiiausTien wiamuanduaratenInunun MWYBINT ANTAH
mu*ﬁ‘ifuﬂ:tﬁﬂu (finished product specification) ua:iaﬁwmqmmwmaﬁmqﬁu (drug substance
specification) nsﬂ"?{agi‘:wmmﬂﬂﬁluuuﬂamrﬂmﬁmﬁu wFIURLLANENTRUMIMNEIENTVBLR 1 (8.5)
ww3au finished product specification Waz/w3a Drug substance specification lasvaunlunawiudsemea
dszmanmdiannsefind wazluiiu 2 § o Judszmadsznmienadidnnseiing
2. 18NANITUIDINAIFMNVINAAL)

241 ni@igHanwlszmalng fraadaslidunmwdiawiiReiisasnaspumniaemunaninasiuag
33msnalun1sndngn GMP-PIC/S wiaifinuivin PBINTNTHIDIGY Tunanaefiiauaune AUUFIFAA
ssunmsansaulasdnansiusasteinlemadsmenadidnnsaiing

22 na@iiwanindranadedsana driadasddumwiremiiFesusasanasgiunniamany
PN LR AT NS AAIUNTINE AL GMP-PIC/S %38 US cGMP vaslsEinagniaatudrge ausauns
ansavlasinamsiusesdivindsemadsznianandidnniefing
3. tana'lsegmn’mwaom?itauaﬂm (Fuwrmnang)

3.1 HANTIATIR AR NNEAT MU HRR (Certification of analysis) 1um§uﬁﬁotﬂuﬁ"sadw

3.2 NAMIATIIARTREAUNINIAALYBIRILNEATY (Drug substance) ﬁlﬂumsw‘ﬁmmjuﬁa’aﬂud’aama
ﬁ’waacjwﬁmmua:gwﬁmfmqﬁu

3.3 lunsddunafouenanunnnii 2 9 asdasfidnmnmdrunanisdinen Long term stability aufidu
Wudslunafouewuans uwazldiumsasunasusesenasnnglisiunevasnish

3.4 lunsdidunafloueuntannii 2 9 wxdasdidunmntioransinsananidavaaaiiou
Wndalunzfiouewuaas wazldsumansunasisesenasnngldmnavesish

3.5 ilasnnidunfidasacmoniould dasuuuianaIUANININAITITEIIMERSIMIAZANY WAt
ﬂ"’aumsﬁ:wﬁmm:aummsnnT’aﬁ'mT’m’n'lﬁ'luﬂ'J'mLiuiuﬁ'l’ﬁ'n"mjﬂm LazdaurnITnaniuadirennta ey
Jayalwanasinuen

3.6 nydiduendililsorduuuy m”aoﬁswm*mmsﬁnmmmﬁﬁn’lumsé’nmﬂﬂ’auﬁ@L%a Acinetobacter
baumannii nsdiAaLEalulssne1a (Nosocomial infection) wazldsunisaRuwlumsasnisnisunndd
wodalduaznamsfinm s anEnwmeinm lidaunitmsfinsvasndunuy wia Smsnunsdnsima
ﬂé‘ﬁnlun'\ﬁnm;jﬂmﬁm%a Acinetobacter baumannii n3iAaEalulTINEILTE (Nosocomial infection)

] o a a o 2 n e aa e 4 a v
LﬂiﬂuLﬂUUﬂi:a'ﬂﬁﬂq'ﬂﬂUFJ']ﬂull'.IJUﬂ‘lﬂiﬂﬂﬂi(flwuw’luqqimiﬂqﬁﬂ'ﬁllWV]Uﬂl’ﬁﬂﬂﬂ'lﬂ

UszmuatensTuAIT

\‘ nNIINNIT

(wwiri yaTIm) (WNEMWE3 ngyauiant)

wWinfi3i510n137i6y i B06/2559



4. At

4.1 diauane dasddiathaenadnios 3 winussame ﬁfmLﬁwﬁuwuuamﬂua:tﬁ'ua‘}é’muﬁm
muﬁﬁmuﬂ'lm"ﬁaqmaun’“ﬁﬁ'ﬁ'lﬂ'ﬁ'wei’u ;
5. nﬁll'i:ﬁ'uqmn'mm?;ziwau (wdAdENE1IN1ITLUIENN)
5.1 mﬁ'dwauﬁadﬁmqlﬂ@ﬂaiﬁaﬂn’h 1 9 duamiuasway
5.2 m"qmmﬁa’mau a:m"aoa'aﬁ’nmewri'\u'l.m“maeNamsmm’uﬂﬂ:ﬁmjuﬁdmau
5.3 nsrﬁﬁ‘m&’:mwmsﬁwmsq’mﬁas_mm'?idwamﬁ‘az&mna?msn:ﬁqmmw NUIUTIBNYTAIRUITD
{09100208"9 Immjmm:m’am’amtﬁu‘é’nmm’nmuﬁmmuswﬂnmsdmna"il,ﬂs'\:ﬁua:Lﬂucﬁuﬁmsau
Fi’fl’ﬁ'ﬁhU'?iLﬁﬂ'J'u”aqlun'ﬁmwimﬂ:ﬁqmmw ns:ﬁf{wuiwm"l&itﬂu"lﬂmuqmé’nwm:mm: AHILTTANIVD
FUENS SURMSINNSIERETIMEIR NIV cjmaua:m?a;j’wﬁm‘luﬂ%’vmavlﬂ
5.4 g«f‘mm:m”aﬁmﬂ‘aiﬂumLﬁamlna"mmmq wialaifansifenamndaeuszmsla g newinwualaglaid
Gouly
6. fimanian (fune) Busanlisnidndygrnenasuimne aoi
6.1 nsfﬁwami:-g’um’:ﬁtﬂﬁw’mﬁmnnsu%mmam‘msuwwzﬂaitﬂu‘lﬂmummgﬂwﬁ'aﬁwum
6.2 NITLNAAN Tl mmﬁm‘{gnﬁ'umﬁuﬁmwnﬁ BINAA LA NNUATAENTIIMIDUAEN TUBWAVEY
fygresdeaany
6.3 nsrﬁwuﬂvtqummwmnNﬁmﬁ'wﬁﬁ‘madowam’aﬂxﬁn%mLtazmwﬂaaﬂﬁﬂﬁa;‘{ﬂaﬂﬁ‘lﬂ’{um
7. m’nmwmsmaaa’auﬁn%‘l&i%’uﬁmsm’lNﬁmﬁmﬂmﬁﬁﬂs:fﬁgnL‘i'tmLﬁuﬁuTﬂﬂa’ﬁﬁnmuﬂm:nssumi
amsuazenluszeziian 1 dnewiwlszmalsznmenmdidnnisiing a

ar

8. funndaaaiuayu Sensitivity disc 484 oxoid lrinulssnemnansenayayyr (Wuaasanasisams
FULAUN)

nve  898937N

1 = General requirement Yo INFTATVERIL Finished product gﬂu,un Injections (Parenteral preparations)

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline)

3 = The United States Pharmacopoeia 35

4 = British Pharmacopoeia 2013
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5191130 7 Ceftazidime 2 gm for injection
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1.#8n  Ceftazidime 2 gm for injection
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2.1 guuy
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3.1 Finish product specification

(1:2)

AmauiAmManaia

USP 35

BP 2013

1. Ysnmandngy

©90.0 - 105.0% of the L.A.of Ceftazidime
on the dried and sodium carbonate -

free basis

® 90.0 - 120.0% of the L.A. of Ceftazidime

® 93.0 - 105.0% of the L.A. of Ceftazidime

dried and carbonate - free substance)

|® 8.0-10.0% of sodium carbonate

2. Identification AU ATIU
3. Bacterial endotoxins | NMT 0.1 USP EU/mg of Ceftazidime NMT 0.1 1U/mg
4. Sterility ATIVHIU ATIHIMU
5. pH 55-75 50-75
6. Loss on drying NMT 13.5% NMT 13.5%
7. Uniformity of dosage | @329k 1% ATIINU
unit
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3.1 Finish product specification (Gia)
amautAmMamaia USP 35 BP 2013 !
8. Constitution solution AT a3
9. Particulate matter ATITHU ATITEH
-9ua >10 um hitAn
6,000/container
-we > 25 pm hitfin
600/container
10. Limit of pyridine NMT 0.4% NMT 0.3%
11. Related substances - - Impurities A,B or G : for each impurity,
NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.1%
- Total impurity : NMT 1.0%
3.2 Drug substance specification”"”
anduianwnaia UsSP 35 BP 2013

1. WSnmdredey

95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

95.0 - 102.0% of Ceftazidime |

(Calculated on the dried basis)

2. Identification AU AR

3. Crystallinity ATIHIU -

4. Sterility ATINY -

5. pH 3.0-40 3.0-40

6. Loss on drying / Water content 13.0% - 15.0% 13.0% - 15.0%

7. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg of NMT than 0.10 IU/mg
Ceftazidime’

8. Appearance of solution - AT

9. Impurity F (Pyridine) - NMT 500 ppm

10. Related substances

By liquid chromatography

- Impurities A,B,G : for each impurty, NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.1%

-Total : NMT 1.0%

11. Heavy metals

NMT 20 ppm

vanowe 1. nidkian@uiilu Ceftazidime pentahydrate with sodium carbonate et Lﬂﬂxvfmumtuwfqmauu"ﬁmemﬂﬁﬂﬂaumtﬁﬁagﬂ

Tapeniiunsasswida Uniformity of dosage unit, Constitution solution W8z Particulate matter
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1.Za8n  Cycloserine 250 mg capsule

2. anssaniana ly
2.1 vy Wusudaundgs smibsulsenu
2.2 dawsznay  1u 1 1de Yszneudp@aen Cycloserine 250 mg
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Namim’lﬁLﬂi’]‘:ﬁqmmmﬂu‘lﬂmu Finished product specification WLaz Drug substance specification "
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3.1 Finish product speciﬁcationm

amauiAIMaia USP 35
1. YSunmaasndngy 90.0% - 120.0% of the L.A. of Cycloserine
2. |dentification ATIVHIU
3. Dissolution NLT 80%(Q) of the L.A. of Cycloserine Tutaan 30 w
4. Uniformity of dosage unit AWM
5. Loss on drying NMT 1.0% of its weight

3.2 Drug substance specificationm

amaniamonaia e UsSP 35
1. USnmen mﬁm"ty NLT 900 ug of Cycloserine per mg
2. Identification ATIVHU
3. Specific rotation 108° to 114°
(Test solution : 50 mg per mL, in 2 N sodium hydroxide)
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3.2 Drug substance specification” (Gia)

anmanifmMenaiia USP 35
4. Crystallinity ATIVHIU
5. pH 55-6.5
6. Loss on drying NMT 1.0% of its weight
7. Residue on ignition NMT 0.5%
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578113 9 Metronidazole 500 mg Injection

muﬂszmﬁé’wi’aquaﬂ‘nmﬁ
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1. %EIFJ'I

2. amaNLana
2.1 gﬂu.uu
2.2 gudsnay

Metronidazole 500 mg Injection

A‘ 1l o & o v -l 3
Wuansazanounannge e dd swmsudadiniinsaataadn
Tu 1 MIUUITN sznaudquaaen Metronidazole 500 mg (0.5% W) U3unas 100 mL

W

2.3 MIUUTN ussq’lumw:ﬁw%’umsqmﬁmﬂﬂﬂmm’ﬁa ua:msfgn“'wﬁﬁaeﬁ'uuamnmm
24 aan - s:q%am FIUUTTNOLMENFIAYURZAULTI TUNRR i‘uz‘ivumq \wufinGe
wszinanzdoudiiuen uasiinmaiuinmen atssaleuuuussaiud
- UWMTUSLITIEN azmﬁaum”aoszq%am WiafamImsnn damdsney uas
LNAANULSIVEILN LaUNRE® i’uﬁvumq‘h”'&'ﬂmu
andnigmanana "
aumniamanaia USP 35 BP 2013

1. WSinadrsdan

90.0 - 110.0% of the L.A. of

Metronidazole

95.0 - 110.0% of the L.A. of

Metronidazole

2. Identification ATIVHIU AT

3. Bacterial endotoxins NMT 0.35 USP EU/mg NMT 3.5 lu/mL
4. pH 45-70 45-6.0

5. Particulate matter ATV AU

- aw1a > 10 pm Litfin 6,000/container

- 2u1a >25 pm LiLiin 600/container

6. Sterility ATIWB ATIVHU

7. Volume in container ATIVHIN ATIVU

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”"”

Anmnianeinaia USP 35 BP 2013 .
1. Sanmaaendnty 99.0 — 101.0% of Metronidazole 99.0 — 101.0% of Metronidazole
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification a729HIUA958 Infared absorption ATIIU
3. Appearance of solution - ATIHY
4. Heavy metals NMT 0.005% NMT 20 ppm
5. Related compounds - Any single unspecified impurity By liquid chromatography
: NMT 0.1% - Any impurity : NMT 0.1%
- Total impurities : NMT 0.2% - 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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i’lzlm‘sﬁ 10 Tigecycline 50 mg for injection

audssnAININgUATIEETHh T 9 N 2558
1. T Tigecycline 50 mg for injection
2. amanana
& - a o
2.1 juuy Wunsgndsannda STUAaINInIeaLaaad

2.2 fautsznay  Usznaualwaaen Tigecycline 50 mg
2.3 MIULUIN msq‘lumw:ussqmi‘iﬂﬂﬁﬁmnL%a'nﬁmu,rh
2.4 281N - s:q%am #uUITNa UM IALUTAINLTY TUKEA i’uﬁvumq WUTind uazaY
nufloudrsuen uasitmafuinmen ledndaeuuuussanoe
- UWMTULTINN azmﬁaw'faos:q%am wiofarnansn damdsney wazTua
AMULTIVDILN LRVAINER i’u&'yumq'li"ﬁ‘mau
3. AMANIANINARA

3.1 Finish product specificationm'(z)
1. PSunaudanndng 90.0 - 110.0% of the L.A. of Tigecycline
2. Identification avavruenufiszylu Finished product specification
3.pH m’aﬁlmumuﬁ‘a‘:‘iﬂu Finished product specification
4. Sterility test ATIHM
5. Particulate matter ATIVHU

- UMATUIA > 10 pm Taitfin 6,000 ayma

- ayMATWIA > 25 pm 'Liifin 600 By

6. Bacterial endotoxins m’;ﬂcimmuﬁs:qlu Finished product specification
7. Water content mwmumuﬁszq‘lu Finished product specification
8. Uniformity of dosage units AIH

9. Impurity / Related substance mmd’\umuﬁi:qlu Finished product specification
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1. ahtmmwn'ﬂmanmsms‘lﬁ%’umgm;xm‘fun:tﬁuuﬁﬁuU'\Lﬁai‘immn'luﬂs:mﬁ'lwu uazdlag (declare)
unaINge
1.1 lugeymsiunafoudiien (mo.2 ne.3 no.4 ududnad)
1.1.1 lunsdifduenfindaludszinalng wansfs nu2
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specification) nstﬁﬁag;sij'mn'mﬂsuuuﬂmurﬂmLﬁ'mau LA BIUNVLBNENTENIMNENENI VBT 1 (8.5)
3 N304 finished product specification Wz/%3a Drug substance specification Tasvaun ludauindszna
Uszmasasiinnsaiind uazlaiiin 2 § o Fudsemedsmenadiidonsefing
2. 1BNETTUTDINIATEIRNNTHANEN
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AEMTAAIUMIHAALN GMP-PIC/S Wialfituiyin 189nsenTIasnssmigy Tunuaanlauasny avvagaa
seumsaaseulasiinanisivsesfeindsenmalssnmenadidnnsefing
22 nsdmfiweiudrendrodsana grdadaeddumnmdemiifeiisasnasumnbana
WANLNHTUAZAEN57a IWNTHAALY GMP-PIC/S w38 US cGMP vasszindganaliuage afuseunns
aravlasdnanisiusasfaiulszmealsmanadiinnsefing
3. tanmsqmmwwaomﬁmwaﬂm (Fuwrmnang)
3.1 HAMIATIAAATIZAAMMNHAA IV IHAR (Certification of analysis) 'lums;uﬁdotﬂuﬁ'mzho
3.2 HamIATI AT IMWIanALYaIRILNEATY (Drug substance) ﬁlﬂuﬂ'\swﬁmmjuﬁduﬂuﬁ‘:a:ha
vfammﬁwﬁmmuaz@ﬁmquﬁu
3.3 lunsditunaduuenunannnd 2  wdasfdnunaminenamsfnen Long term stability snafifu
wudnlunadousunuaes wasldsumsaswususasanasnngiisiwavasuisg
3.4 lunsdituwnzdougnuianndi 2 1 ssdasfidunnmitsranisinmanuassavasmemudiin
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5, msﬂszﬁuqmmwmﬁdwau (WaAIBNEITNIITULSENN)
5.1 fseuaudaadongllalivosnin 1 9 fusniudaey
5.2 umm’mﬁdwau a:e’faadoﬁnmmwdwﬂ'lué'usaaNammﬂﬁmﬂ:ﬁmiuﬁdmau
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1 = General requirement VBILNFTA1TUEIMTY Finished product JUuuy Sterile powder for Injections
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i’lzlmi‘?i 11  Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection
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muﬂsxnma‘i’awi’aquaﬁmmﬁ -0 N 75h¢

1. #am Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

2. amasianaly
2.1 3uuuy
2.2 gaulsznay
2.3 MIULUTH
2.4 287N

z r ol ad -1 <l -l + o a o
Wusmsasasdnannde WA wlefniosdon Mwiuda
1lsznavudie Rabies immunoglobulin 200 1U 3 ndsuainfdnnauss 200 IU/mL
P X a
v lumasdanenngadesin auaussy 5 mL
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3. gmauﬁﬁmomﬂﬁﬂ

3.1 Finish product specification(1

12)

1. Identification

ATIINIY

2. Potency

The estimate potency is not less than the stated potency and not greater
than twice the stated potency »30
The confidence limits (P=0.95) of the estimated potency : 80%-125%

3. Protein content

90 — 110% of the amount stated on the label
uazmTodaslaiynnin 100 giL

4. pH m’mmu@l'mﬁinﬂu Finished product specification
5. Osmolality Minimum 240 mOsmol / kg after dilution
6. Molecular - size distribution @s:amumuﬁ'sxq'lu Finished product specification

(By liquid chromatography)

electrophoresis)

7. Purity (By non-reducing polycrylamide gel m’liwi’mmuﬁiquu Finished product specification

8. Albumin (By electrophoresis) NMT 3%

9. Sterility test

. = - I
m’.li)mumml‘itqlu Finished product specification

10. Pyrogens m’lﬂmumuﬁ'squu Finished product specification

11. Extractable volume Gl'i’;fawi’mel’mﬁszq‘lu Finished product specification

12. Antimicrobial preservative - The amount is not less than the minimum amount shown to be effective
eawenydhdalugasdniy) and is not greater than 115% of the stated on the label

- NTEETULAN Phenol : NMT 2.5 g/L

13. Stabilizer

(awznsdudulugasdnii)

80% - 120% of the quantity stated on the label
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nsrﬁﬁ'agl:s:wi'mn'lsmﬁwuﬂmLtﬂmtﬁutﬁu AL ILULLANENTEUUWININTNENTVANA 12 (8.5) ¥ INTBY finished
product specification L82/#38 Drug substance specification Tagvaud ludaniudssmeadszniasimsidnnsafing
wazlitin 2 9 o Sudszmadszmenadilinnsafing
2. 1ONAITTUTDINNATF MM INAALT
241 nydneuAalwliznalng g”wﬁm’aqﬁﬁ']mewmwﬁoﬁa%‘usaammgmmiwﬁmmmuv\ﬁ'nan‘ﬁua:
33mIfalunsnanyn GMP-PIC/S Wialfiuuivin 289n3enTaas 1Ty Tumnagfiiauany avsgaa
saumsaTasavlaefnamssusasisiudmedszmenmaidnnsafing
2.2 ns@iwanindnaedszing pjwﬁm’aaﬁz%’\Lmn’\wd'\Uﬁﬁa§a§u730u1mi§1unﬂswﬁmmmwé’mmwf
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3. tanmsqmmwmaamﬁmnaﬂm (Fuwinnwony)
3.1 WaMIATRAATRARMWHAAN IR IHER (Certification of analysis) 'luznjuﬁdutﬁu@'ﬁatj'm
3.2 iamsaTndaTdgumwiagiu ﬁlﬂumwﬁmmjuﬁa’mﬁus’har.i”m
3.3 lunsdidunsdougnunannn 2 1 asdasfinunmmndngansane Long term stability anadifiu
Wndulunzbousanuaas uazldsumsasnuiisesenasnngiidmnavasnish
3.4 lunsditunzfoueuiennii 2 1 sxdesidunmundinnanidnmanaasdivasmmudion
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4. ML
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5.5 MIIATINADINILANYUN]E 7 2-8 nernUTITU WL Cold chain system 7 IdanAsTIMAAMA TN
GDP (Good Distribution Practices) Tasuaasansslsznay
6. fiamamnan (§z1n) Busealinnidndggnnavasuimua aoth
6.1 nstﬁwamsq’umwﬁmﬂ:ﬁm{fmnnw%ﬂmmam‘msu,wnﬁ'lail,ﬂu"lﬂmummgﬂm'faﬁwm
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1= 8" European Pharmacopoeia (General requirement a4 immunosera for Human use, Animal)

2 = British pharmacopeia 2013 (General requirement U84 immunosera for Human use, Animal)
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S’]Em'liﬁ 12 Human rabies antiserum 300 {U/2mL Injection

m'milszn'rﬁﬁ‘mi’ﬁquaﬂﬁmﬁ -9 04 2559

1. i@g Human rabies antiserum 300 IU/2mL Injection
2. amaasianaly
2.1 jUuuy \HuasazmnoyUmaaniola n3a Pale yellow %38 Light brown dwiéia
2.2 #audsznay Usznauaas Human rabies immunoglobulin potency littaendt 150 IU/mL Y3snas 2 mL
2.3 MIUTUTN ussqlm’muﬁmﬁqmﬁﬂﬂﬂﬂmm’fa
2.4 2310 - s:q%am A UUTNBUMEEIAPUAZAMUUTY TUKER i’u‘arumq \ufinde uazay
nafoudriue uaditmuduinwe Hadndaauuuussanom
- UUMTUSLITIEN azhaﬁam”au:q%am P3oFaMmINIM FIMUTTNBLUAZIWIAAIAUT
203N 19BN fuﬁumq‘l‘f'ﬁ'ﬂwu

3. AANLUASINARA

Namsm’m?mﬂ:ﬁqmmwLﬂu'lﬁmu Finished product specification wae Drug substance specification N
v a @, o A o A Y P . o A & X
dudannandrduaiuideaiu deldvansdoudodinauamuenIsunsaImITuazen AIINTNITITUEY vi
wndsdunlssessdpaluatiuiifsuirimsalainit nsdtliifisurudidwldanudszmansensisassugy

] o o o aa
1389 7514@1’1718'1 1“’lluﬂ1J(§'l'ﬂEJ‘W‘W\]’Uadﬂm:ﬂﬁ&lﬂﬁ‘iﬂi:ﬂ'l(ﬂﬂﬂ"!ﬂ’l

3.1 Finish product specification“)

amdmiananeiia ; BP 2013

1. Potency 1. The estimated potency : 150 - 300 IU/mL
2. The confidence fimits (P = 0.95) : 80 - 125% of the estimated potency

2. identification arvdIuaI3T immunoelectrophoresis
3.pH 50-72
4. Total protein NMT 18 g/L
5. Antibody to hepatitis B surface antigen | NLT 0.5 IU/g of Immunoglobulin
6. Sterility ATIVHIU
7. Pyrogens ATIHIU
8. Bacterial endotoxin NMT 5 1U/mL
9. Distribution of molecular size - Monomer and dimer NLT 85%

- Polymer and aggregates NMT 10%

10. Immunogiobulin A Not greater than the maximum content stated on the label

Y o “ kY v 4
BN 1. U 8 UREYD 9 Laanﬂa‘lﬂvawm
—_—

= + v . - el a . o Y
2. mdiiemadeuudsmaiu waive) minmeseviienzimemsla WiBuusasenmmanguans1afi ldiuewifdan
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3.2 Drug substance specification(s)

1. Anti-HIV-1 ATIVHIUMNUNAIZIN
2. Anti-HIV-2 m’:amumummgm
3. Hepatitis B surface antigen maﬁlmumummg’m
4. Anti-HCV (Antibody against Hepatitis C virus) maﬁ]&humummgm

unsdwangIMTUTas91 Human plasma A WAAENInMMWINAUNAIFIUEINE 151 NIBSC (National
Institue for Biological Standards and control), AABB(American Association Blood Bank), PPTA (Plasma Protein

Therapeutic Association)
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product specification Waz/%3a Drug substance specification Tagpautlunauindssmeadsemanadidnnsafing
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2.1 nsdiAgndalulszmalng deiadaadiumnmndioniifefusasnasgunsniammunaninosiuas
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2.2 nadifduenindenenssing dudadasdiunnmmioniifasusasnasuntsnEagay
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3.1 HAMIATIRATIERAUN AR AS U9 IUBIHER (Certification of analysis) 'lums;uﬁz-x'otﬁuﬁ":asm
3.2 HANIATIARTERAMMWIANALIBIRINEATY (Drug substance) ﬁl’ﬁ"lummﬁmmjuﬁﬁmﬂw’hazm
vﬁmaa%wﬁmmua:ajwﬁmi’wqﬁu
3.3 Tunsdifunafouenanunnnit 2 § szdpsdidiunawienansdne Long term stability asfidn
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