AL GG ﬂﬁ@mé’ﬂﬂmuamumnﬁmmnmsmsﬁ'm%m'mﬁ'mfﬁm
ta2i B10 /2561
518n15N 1 Acyclovir 500 mg injection or for injection

aalsznasoninguasizsni | § A 2561

1. §aan Acyclovir 500 mg injection or for injection

2. amdNIeN- b

yAA

2.1 3uuuy Hussazanetneande ba WEF wiadunssnineeinida gmsudems
#aRLRANGN

22 gudsznay  Usznausandann Acyclovir w38 Acyclovir sodium %aaugaﬁu Acyclovir 500 mg
T 1 vial

2.3 NTUUITY ussalummmssama@ﬂmﬂmnLma LLawmsanmmﬂaanmLaa

2.4 a8n - 5vmiam FUUTENaUAIENEATILATANNLTI TUHES 'auauaw 8UPHEe L8

nefloudriue uasdsmafivshmon e wdaauuuussginm

- UWMTUZUTIIEN amaﬁayﬁaai:q%am WiaTarensnn &audsney wazue

AMNLIITAIL LATNNES fuﬁumﬂi’%@wu

3. Qmamﬁlmamﬂﬁﬂ

Namim’aﬁﬁmﬂ”ﬁﬂmn’lmﬂ%vlﬂ@rm Finished product specification Lz Drug substance specification

ﬁ&]ﬂﬁ]w‘i‘ﬂ’]ﬂLﬂﬁ‘ﬁ@l’liU%ﬂUL(ﬂEl’Jﬂu GITGVLW&]GW] WU a@tNIIHA L NITNANTATRITUALEN nimi’mmmimm
WG%Lﬂﬁ‘E@W?UWl“EBWGBG(ﬂQQLﬂu%‘U‘UWL‘Y]U‘].JLY]’]%?EJI%Nﬂ’]’]N’]@l‘iﬁ’]%Lﬂﬁ‘ﬁ@’]‘iUl@@niU%%\‘] aulszne
NIENIWETVINEY LiEN ‘S"U@\’ﬁ’]iﬂ W.#.2556 EN’J‘WY] 11 LB8% W.7.2556 (&Oﬂiwﬂ”l?I‘Lui’]‘ﬁﬂfﬂﬁ]’]%mﬂ‘lﬂ’l’.)%ﬂ

10 MQ%’]U% 2556) ﬂiva&JL‘Y] UUW]']I‘WU%?’]U@JRUW%’Q”UEN@mZﬂSS&Jﬂﬁiﬂi“‘ﬂ’J@SﬁﬂWU’\

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injectionm

Testltem BP 2013
1. YSnmengndamy 95.0 - 105.0 % of the L.A. of Acyclovir
2. Identification test ATIIN
3. pH 10.7 - 11.7
4. Sterility test ATIINH
5, Bacterial endotoxins NMT 4.37 IlU / mL
6. Particulate matter A3

- gu1@ > 10 um 1aLfin 6,000/container

- u@ > 25 um 1ifin 600/container

7. Volume in container ATIAEY
8. Clarity and colure of solution ATIHIN
9. Guanine NMT 1.0%
10. Related substance NMT 0.5%

dmad NeAIINT)

(zwﬁa) ................................................. nIvANT
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3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injection(z)

Test Item USP 38
1. YSanmendnany 90.0 - 110.0% of the L.A. of acyclovir
2. |dentification AT
3. pH 11.0- 12.5
4. Water NMT 5.5%
5. Guanine NMT 1.0%
6. Related substances - any other individual impurity : NMT 0.5%
- total impurities : NMT 1.0%
7. Bacterial endotoxins NMT 0.174 USP EU/mg of acyclovir
8. Sterility test ATIININ
9 Uniformity of Dosage units AT
10. Particulate matter ATIVEL
-9wa > 10 ym laitfin 8,000/container
- e > 25 pm Wifin 600/container

3.2 Drug substance specification : Acyclovir @
Testltem UsSP 38 ‘BP2013
1. ﬂ%m'\mé‘hmﬁ’lﬁm 98.0 - 101.0% of the L.A. of acyclovir 98.5 - 101.0% of the L.A. of acyclovir
(on the anhydrous basis) (on the anhydrous substance)
2. Identification 7329 % ATIVH I
3. Appearance of solution - AN
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%

7. Sulfated ash - NMT 0.1%

v

d D 4 ALk 54
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WG 1. NSl Drug substance iﬂLLuumiﬂdmLiiﬁﬁ f8a Acyclovir sodium Ilaasianas leun Lanmswamiﬂmmmﬂm
qmmwj"@qaugﬂLLuumsmmLmsﬂu,a%anmiwamimammswmammmmw’um acyclovir 203UTENHHEN
mﬁﬁdéﬂﬁﬂgﬂ

2. peifisenzdouudsnmain (waive) misTRRaLeTIEATIEMILe W] ﬁuuamLaﬂmmﬁﬂmuﬁenm’smﬁ{uagﬁﬁ'szl

3. Drug substance specification ‘Wms:mmﬂlu’s mswmmaawwa@\ drug substance wialud IR drug substance V&3
wwa@\mmumﬂ avulaadunits fmums@mmmﬁmﬂiummmawm%m

4. ﬂsmﬂmamummamﬂuﬂ”ummma'mmu fereBalumnsudnsum mesmﬂmmi’\mmmmaua‘s'lmvlmsonu
ma’nmsumuﬂiﬁwmmaﬂiwmﬂ B SredanspdniunlulnissmansEN THREINEY 389 e llealiy
WA 2556 WindnaBsmunRad1sUnannilannUsEMANIENI NI W lWiRam Ui lﬁmunuqanwm
PaIpmenNITNAITLIENITIANEN
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1. E%’]mewmmanmimﬂ@ﬁumgn;w%uﬂuﬁﬂm‘iﬁuznLﬁiaﬁiwmﬂuﬂs:mﬂ%ﬂ LazEILAs (declare)
UWRRINA®
1.1 leynstunzidoudniue (o2 ne.3 no.4 wduAns o)
1 1.1 lunsaimduofnaaludszinalng nansiis ne.2
11.2 luns@ifidugidiRanisudussy nanels no.3
1.1.3 'LunmmLﬂummmmnmm?vm wuufe no4
12 'Luﬁwmmwmmm NY.A/8.1 vesenTiauaTIeN wsauswa%aU@m*’uamsmumﬂmmwmamammm
m&m‘uuﬂ vDou  (finished  product specification) LLaumaﬂﬂﬁuﬂﬂmﬂﬁwmad’a@m@u (drug substance
specification) nmmamvmwamsmawuﬂamuﬂmwmm Ok maaLLumana’]smmewmumwauﬁ’l"n (1.5)
YInsaw finished product specification ILAZ/138 Drug substance specification Tagpawd nawindsznea
dsemamensinnsafing uszldiin 20 wm Sutlszmelszmaneandidnnsafing
2, Lanmﬁmadmmmumiwamm
2.1 nsdinenuaaludszmalng NNa@mawLanmﬁmaommﬁmmwa@mmmanmmmLLamﬁmS‘n@lu
mIna@aen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwia9nw PIC/S participating authorities
$30 wLanmﬁmaommﬁmmswa@1m@mmanmmmuaw%msﬁﬁlummﬁmmmaaz%wﬂfmmﬂwnsmms
IWITUATEN NITNTIENTITREY snaﬂmu@muimuﬂmuaa@ﬂaaaLLavmmuwnuwamnmemt,anﬁn'ﬁmlu
AMsHaa PIC/S TuRUIAIN AL WOV a:u'uma@musaumsmwamﬂ(ﬂwwamﬁmammuﬂamﬂ
dszmenenaidnnsaiing
22 mmmﬁummtma1nmailﬁvm¢1 NHRAA aauLaﬂmssmaammmumwammmwanmmmuw
aﬁmiﬁﬁl‘v&mmﬁ@m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taawiisany
PIC/S participating authorities aguange ANuTEUNITATIEAULA pinanTIUTeItIuUsnadsznIaIIa
suEnnseiind n3aa1yasandn wELANT b
3. Lanmsqmmwmaamﬁm%asﬂm (@uw1nnanng)

3.1 Nams@mﬁﬁmﬁ:ﬁqmmwNamﬁ'msﬁmﬁwﬁagﬂmaagwam (Certification of analysis of Finished product) T

mﬁ;uﬁdmﬂué’aam
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3.2 wamsmm‘?Lﬂﬂ:ﬁﬂmmwi’mawaaéﬁmé’m"’m (Certification of analysis of Drug substance) AlFlu
mswammsmaaLﬂumamom*’umwwa@muamwamm@u
3.3 Lanmsmamnmuwmmmawwuﬁsmmammmamammn@waammmﬂm (Drug substance)
%9 3.2 nmummamawa@nmmmmljasﬂ (Finished product) T8 3.1
3.4 Junsaigunzdouenanannnin 2 8 2rda il fINMWENBRaNTIAN®A Long term stability MaRdu
Wadnlunzdeusnanusas wagldunsaamnasusasienasnngisnneasuien
3.5 lunsdidunsifonenutesnit 2 9 as @awmmwmwmuwamiﬂnmmwmmmaammmw
Wadnlunzidougnanuaas uas "Lm‘umsaommmamaﬂmsmnwummwaausa:m
3.6 nsmﬂumsmmumsa apUsengadnivde 'LvsLLamLanmmammmmmmaammwaama
AIFFTINNALNE aummsmmnumm"[é’l,uﬂmuwwuwl"ﬁnwﬂ'w LardIuaAITIBazIB LA
aamﬂaaaﬂumam‘LuLanmsmnum
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5. miﬂs'*ﬁ'uﬂmmwm"?'\éwau (WaAILBNEITMITULTENN)
5.1 mﬂmuamawmﬂlﬂd’lwuaﬂrm 1 1 fiyaniusIvey
5.2 m"nmmwaauau awmaaaammewmﬂlmusawamimammﬁmmmmwau
5.3 ﬂmmmmmwmsmmsammamam‘ﬂaauamwaaamammﬁ TR NN RUBTIBNITILYINRILIRG
fosvadiegns laugunyas @laaaamwaaﬂmmﬁmu'ﬂv\mmwmsaamnmmﬂvma aduFuazay
m‘lﬂmmmmmaﬂumimfammﬂ GLSET nsdidnue iduldaugudnymeianz mihgnTnIve
FIBEN T ITURINTNNTL AU AN ENAINAIVBI ¢ N"mmmwlmawwam‘l‘uﬂsma‘lﬂ
5.4 N”’mUa:ﬁaasmﬂammmaﬂﬂnaw@mq waaAamaFevamudiadsznilag fawtmualas il
Goula
6. HlAWBIIA (dp8) dnsanlianidndyananasunuue o
6.1 ﬂsmwamsqmmmmﬁmmumnmmwmmammmwmaﬂmﬂu"l,ﬂmummﬁ'\m)anmm
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RIS WACVY
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DIRITLRS U'ﬂ,mz gziIan 1 Dn awIuLley ﬂ’]ﬂﬂi:ﬂ’l@li’lﬂ’m Laﬂmauna

WAPLAG ¢ 09893N
1 = British pharmacopeia 2013
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v
swazuﬁﬂﬂqmanﬁmzmmmmm’hmanmimsa@%an?jnmsﬁm
\auN B10 /2561
s8N 2 Amoxicillin 875 mg and Clavulanic acid 125 mg tablet

amudszmeadsmiaguanssiit 1 g YA, 2961

1.3 Amoxicillin 875 mg and Clavulanic acid 125 mg tablet
2. amantianaly
2.1 iy Hugidanaaufd§y (Film coated tablet) fwiusudszmu
29 gmdsznay  Usznaualuainn Amoxicillin trihydrate %Gaugaﬁu Amoxicillin 875 mg Wag potassium
clavulanate %38 diluted potassium clavulanate %ﬂa&m any Clavulanic acid 125 mg T 1 1le
2.3 MIULUITY miﬂmmaﬂ@am ﬂaoﬂumw’ﬁmmymﬁmmmﬂadﬂuLLmluLL@a”LLmm
2.4 /AN - Lmiam FRUSINOUM LA YULATANLTI TUNEA auaumz! WuAnGe wanzidun
F15un wazdFTmaAuIn®en VL’Jamw@L’wuumianmm
- UIARNAEN azmﬁamawzwﬁamma%a‘mamsﬂ’\ FINYUTENOLURSTUIAAINLIIVBILN
Lufinga fu?vummqvﬁfmw
3. ﬂma&mm‘ﬂmmﬂ%ﬂ

Namsm'smLm%%ﬂmmmﬂu"\;ﬂ@w Finished product specification &z Drug substance specification Y1
a’maammna%mmamm@mﬂu #9ldransd pnaaFBNITUA ML NITUNITEIRITUETY) NIENIWFITIIWYY
ﬁdﬁma‘ﬁ@‘hiuwl‘na’maa@aaLﬂua‘uuwmmJm’lma‘\,mm’nmmm%ma’ﬁmwl@miuvﬁm ANYTENMANTENT N
SFTHEY L‘%a\‘l s:uq&ﬁ’mm N.F.2556 R9TUN 11 LWENB® W.A.2556 (GRMEH mﬁlmwnamumnmmw 10 Nnmzm,
2556) mrﬁ"tajLﬁﬂuwhlﬁﬁur’fuqaUﬁﬁwamm:nsswmsﬂs:mmwmm

3.1 Finish product specification"”

r Test Item USP 38 BP 2013
1. UBnmenondeny 90.0 - 120.0 % L.A. of Amoxicillin 90.0 - 105.0 % L.A. of Amoxiciliin
90.0 - 120.0 % L.A. of Clavulanic acid 90.0 - 105.0 % L.A. of Clavulanic acid
rz. |dentification test ATIVHW ATITEH
’73. Uniformity of dosage unit AT ATIINH
4. Dissolution canglannin 70% melwam 45 Wi

Test 1 or Test 2 (lunsdiflaleld Test 1 oy Test AFdususesmamaiamei)

Test 1
- Amoxicillin - NLT 85%(Q) of the L.A. of amoxiciliin is

dissolved in 30 minutes
- Clavulanic acid - NLT 80%(Q) of the L.A. of clavulanic acid is

dissolved in 30 minutes
Test 2
- Amoxiciflin - NLT 85%(Q) of the L.A. of amoxicillin is

dissolved in 45 minutes
- Clavulanic acid - NLT 80%(Q) of the L.A. of clavulanic acid is

dissolved in 30 minutes

R E TR
r (wedaad AedanT) ~
(a&%a) :\ ............................ nNITUNTI R 1) R AN e, n333NY
(wgindien Aaasoud) (winannE Tuu)
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3.1 Finish product specification™” (@i@)

Test item

uUsSP38

BP 2013

5. Water Determination

NMT 10.0%

aararueafiazyl Finished product

specification

6. Microbial enumeration tests
and tests for specified

microorganisms

Total aerobic microbial count NMT
103 cfu/g and Total combined molds and

yeast count NMT 10° cfulg

7. Clavulanate polymer and

other fluorescent impurities

NMT 5%wiw

8. Related substance

L

- The area of any peak of Amoxy dimmer
: NMT 2%
- The area of any other secondary peak

- NMT 1%

3.2 Drug substance specification

3.2.1 Amoxicillin trihydrate

(1),(2)

Test Item

USP 38

‘BP 2013

a

1. USunmandagy

]

900 - 1050 meg of Amoxicillin per mg

(on the anhydrous basis)

95.0 - 102.0% of Amoxicillin trinydrate

(on the anhydrous substance)

AU

2. Identification A5
3. Appearance of solution - ATIINY
4. Crystallinity ATIU ATIVN
5. pH 3.5-6.0 35-55

6. Specific optical rotation

+290° to + 315 ° (anhydrous substance)

7. Related substances

- Total impurities : NMT 5.0%
- Impurity for each impurity : NMT 1%

(unviu 6-aminopenicillanic acid NMT 0.5%)

- Any impurity : for each impurity, NMT 1%

8. N,N-Dimethylaniline ATV NMT 20 ppm
9. Water 11.5% - 14.5% 11.5% - 14.5%
10. Sulfated ash - NMT 1.0% J

3.2.2 Clavulanate potassium

(1,(2)

Testltem

uUsP 38

BP 2013

1. USnmarnamy

75.5% - 92.0% of clavulanic acid

(on the anhydrous basis)

96.5 - 102.0% of clavulanic acid

(on the anhydrous substance)

2. Identification AT AT
3. pH 55-8.0 55-8.0
4. Water NMT 1.5% NMT 0.5%
5. Limit of clavam-2- NMT 0.01% -
carboxylate potassium
6. Limit of aliphatic amines NMT 0.2% NMT 0.2% J
7. Limit of 2-ethylhexanoic NMT 0.8% NMT 0.8%
acid
(aa%a) % ................... YTz mIHAUENITUNT
(wedras NedIIIT) _
(aa%a) ........ ‘5 ..................................... NIV (aa%ia) .......... u’M’A‘( .................... N3NNI

o o a a €,
(%’ldéﬁ’é@ﬂﬂ’\ NIATNY)

(WA Tuui)

wifizimanifi2yaiiB10/2561




3.2.2 Clavulanate Potassium' ™ (¢1a)

Test item USP 38 BP 2013

8. Chromatographic purity Total impurity : NMT 2% - Impurities E, G = for each NMT 1.0%
- Any other impurity : NMT 0.2%
- Total : NMT 2.0%

9. Specific optical rotation - +53 ° to +63 ° (anhydrous substance)
10. Polymeric impurities and - NMT 0.4 (at 278 nm)
other impurities J

o a . . 2 o o d
nanuwa nseiagdudlu diluted potassium clavulanate HBereAenunadah 3
- - - 9

3.2.3 Diluted potassium clavulanate®”

r qmauﬁamemﬂﬁﬂ ‘ BP 2013
1. S adendndny 91.2 - 107.1% of the content of potassium clavulanate stated on the label
2. Identification ATI
3. pH 48-80

4. Polymeric impurities and other impurities NMT 0.40 (at 278 nm)

5. Water NMT 2.5%

6. Related substance - Impurities E, G : for each impurity, NMT 1.0%
- Any other impurity : NMT 0.2%
- Total : NMT 2.0%

wanume 1. ns:ﬁlﬁ'ﬂmammmwau (Amoxycillin and Clavulate potassium) ‘lﬁLLa@aLanmsmsmaﬁmm:ﬁqmauu“é\ma

nafawas Amoxycillin Lz Clavulate potassium T 3.2.1 wey 3.2.2 maau’%ﬁwﬁwﬁmfwnau

2. nsmmmm‘u &l%LLﬁNﬂWﬁL’J% (waive) NIRIIINAL Lﬂﬂ“’ﬂ?’]{lﬂ’lﬂ@] 1% wuammnmwaﬂmu@ananﬂmuawmmﬂ

3. Drug substance specification wmsmmﬂlm ms'wwuawwa@ drug substance %3811.!%@171"% drug substance 183

Na@mmnaiﬂ auulﬂauuwm EmumimamLmﬁ:%muwn%’mawmwuﬂ

4. nimqmamummdmﬂuﬂmaammammu fisnedslmnsrdsuen memﬂmmezﬁ’umﬁtaum’\mw‘.&imaﬁu
Lné’%‘hsum&mﬁdwmmaﬂmmﬂ LB EmadLna’ﬁ@'lm‘ﬂlv\am’a’lﬂi"ﬂ’\ﬂnimi’mmﬁ’ﬁmam o4 s:uﬁ'\‘mm
W.¢. 2556 w%aa”w'éamumgﬁéwuuaﬂmuamnﬂﬁzmﬂn?m’mmmsmm LWE]‘L%Lﬂ@ﬂ’ﬁLL"Ud’Du lﬁﬁ“U%ﬂUﬂaUW%i]

‘U@x‘iﬂﬁ%ﬁiﬂiﬁ&lﬂ’]iﬂ?&ﬂ’é@i’\ﬂ’m"l

donlagng
1, z%'nmmwchzJLammsms"l,@ﬁ“%uamgymﬁmuﬁw@ﬁumLﬁaa‘iwma‘Luﬂs:Lwﬂ"Lm LazdLad (declare)
LRRINAS
1.1 ’Lue’hﬁmmiﬂfuwnﬁwe‘h{um (8.2 NEL3 Ne.4 WEILANTOL)
1 1.1 Innsdifiduenfindalulsandlng wNphe N2
112 Tuns@fdusrindnansuluT pINpfe N3

1.1.3 lunsdimdnndndhaindnstlssine Buens Ne.4

[CREL:) N—— NI N35UNNT (RBB).coovorr et s nySNNT
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12 ludatunzdous e/ YpILNTILAHATION w%asmzJazLSmﬁﬁamsmuquqmmwmaawﬁﬂﬁ'wﬁ
mwﬁ“l{wﬂ o (finished product specification) LLamTaﬁwummmwm aoﬁ’@qa‘u (drug substance
specification) nﬁmmam~mwmnﬁaUmmaum‘”lmﬁmau awﬁaameanmse"mmmwmUmsmauﬁ"l:n (.5)
snwdawn finished product specification WAT/RTD Drug substance specification 1a wmm’"[mnamuﬂsvn']ﬁ
dsemamasiannsefing uazliin 2 4 w 'mﬂs”mﬂﬂ‘svmm’lmmanmauna
2. LONENISUTDINNATZTIRATTHRALY

21 nydisnwaandsemalng NwawaauLaﬂmﬁmaammmummammmamanmmﬁuaz%%msﬁﬁlu
MsWaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagniuu PIC/S participating authorities
%30 :,JLanmﬁusaammmumswammmwanmnwlLm%%‘ﬂﬁsﬁﬁluﬂ’\wﬁ@mmaaéwﬁmmﬂm:nsiums
FIRITHRZHN NITNTIENTITUED mm%umui@zJwmmaa@ﬂaamam@mmnuwamnmmuaﬁ%msﬁﬁlu
AsHaauN PIC/S TUANIAERLEUBTNY mmmsg@mmaumsmwaa‘]ﬂ@wwamﬁmaammﬂ?ma
dszmanadiinnsafing

22 nydiiingng19INA WL TN 1] NNa@ma\mLanmﬁusaommﬁ']umswammmwaﬂmmww
52m9falunsnaann GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) TasriIeaw
PIC/S participating authorities au”uéwq@ anaTeUMIATIAEaULe afinamssusasdaiutszmealsznianan
518nn3aiing wiea1yanaadw WEIUANT
3. Lanmmmmwwaam‘ﬁLa%aiﬂm (Fnuwimnwang)

3.1 Namim’aﬁmi’l:ﬁqmn’lwwﬁmﬁmsﬁ U’l?’(’\ﬁ’ﬂgﬂ"uad;ﬁ'ﬂﬁ@ (Certification of analysis of Finished product) Tu
mi‘;uﬁémﬂué”;aﬂw

3.2 wamsmm‘imﬁ:vfﬂmmw{maumaaé”;mﬁﬁﬁm (Certification of analysis of Drug substance) Alflu
miwa@mmwaaLﬂumamammaawwa@muavwwamm@m

v

3.3 Lanﬁmmavﬁanﬁmwwmmauwuﬁ?mwammswawnaa’mn@umaammmmy (Drug substance)
4 3.2 nmumswamaawa@nmmmmmiﬂ (Finished product) 98 3.1

3.4 lunsdidunzfouenanannnii 2 3 ardasfiEunnnwanoNansdns Long term stability NN
waanlunzidpuenunees LLa~"Lmunwsmu’1mmaaLanmsmnwummwmumﬂ

3.5 luny@idunssuenantesnin 2 0 =BT N AN I ERANSANHIANAIRIVBILIANN A
wLdulunzidonenuuaas LLa‘”vLmumsaammmaoLanmsmnwummwawmﬂ
4. 31981987
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1. Fpa1  Cefazolin sodium1g for injection
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3.1 Finish product specification“)’m

BP 2013

90.0 - 105.0% of the L.A. of Cefazolin

Qmauﬁ?\mamﬂﬁﬂ

1. Y3 mumendneny 90.0 - 115.0% of the L.A. of Cefazolin

2. ldentification AW ATV

4. Clarity of solution / ATIVAI

40-6.0

Constituted solution

AN

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

- the sum of the areas of any such peaks

: NMT 3.5%

7. Bacterial endotoxins NMT 0.15 1U per mL NMT 0.15 USP Endotoxin U/mg

AW TN

AIITHW

11. Uniformity of dosage units ATITN
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(1),(2)

3.1 Finish product specification (Gia)
qmauﬁamamﬁﬁﬂ BP 2013 , USP 38
12. Particulate matter ATIAEIU ATIIHIN

- U@ > 10 pm
3iLAin 6,000/container
- PUIA > 25 pm

13iifins 600/container

3.2 Drug substance specification : Cefazolin sodium“)’(z)
amanianiomaia BP 2013 , USP 38

1. Phanmerdany 95.0 - 102.0% of the L.A. of Cefazolin sodium | 89.1 - 110.1% of the L.A. of Gefazolin sodium
(anhydrous substance) (calculated on the anhydrous basis)

2. Identification AT ATITANI

3. Appearance of solution AU -

4. pH 46-6.0 40-6.0

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% - Tetrazolylacetic acid : NMT 1.0%
- Total : NMT 3.5% - 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%
- Cetfazolin 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 0.1%

- 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 1U/mg NMT 0.15 USP Endotoxin Unit/mg .
& Sterility test - ATIVHH
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1.%agn  Colistin 150 mg for injection

2. ausanian2 b
2.1 gy LﬁummﬂﬁﬂmnL?jamnm"mamaaa FnsLaadhnIvaaaiiand
22 gautliznoy Usznaudaudipn Colistimethate sodium mwuaﬂ‘u Colistin 150 mg 1w 1 vial
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3.1 Finish product speclﬁcatlon( 2

Test Item \ BP 2013 USP 38
1. USanmeaendeny \ 95.0 - 115.0% of the L.A. of colistin | 90.0 - 120.0% of the L.A. of colistin
2. ldentification \ AT ATV
3. Loss on drying NMT 5.0% NMT 7.0%
ﬁ. pH 65-85 6.5-85
E. Heavy metals - NMT 0.003% J

6. Constituted solution ATITHIH AITITHIN

PRI

7. Sterility ATITNU

8. Bacterial endotoxins ‘ NMT 43.75 IU/ml \ NMT 2.0 USP EU/mg

9. Free colistin \ AN ATIIHH

- , (
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(1).(2)

3.1 Finish product specification (Gia)
Testitem BP 2013 USP 38
10. Uniformity of dosage units | #3336 % ATITAU
11. particulate matter ATIVHU ATV

- PUI@ = 10 um bR
6,000/container
- U9 = 25 pm LA

600/container

3.2 Drug substance specification : Colistimethate sodium™?®

Test Item BP 2013 USP 38
1. YSunmesnsagy Minimum 11,500 IU/mg (dried substance) | NLT 390 mcg of colistin per mg
2. ldentification ATIINIU ATIVHIU
3. Appearance of solution | @333H1W ATITNTW
4. pH 6.5-85 6.5-85
5. Specific optical rotation -46° to -51° -
6. Loss on drying NMT 5.0% NMT 7.0%
7. Sulfated ash 16% - 21% -
8. Heavy metals - NMT 0.003%
9. Free Colistin ATIVNIU AU
10. Pyrogens / ATITHIW NMT 2.0 USP Endotoxin U/mg
Bacterial endotoxins
11. Sterility test AT ATIIU
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s18n115N 6  Fosfomycin sodium 2 g for injection
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1. fomn Fosfomycin sodium 2 gm for injection

2. amantianal
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2.1 guuy WursgnUsernidaduni SnTuaadiniirasatiaadn
) 9 a . . & o . .
2.2 dwmdszney  Usznauaiuainn Fosfomycin sodium Sasuyany Fosfomycin 2 g 1w 1 vial
2.3 MIULUITY UIT M auzyITendaUnannise Yasnuanudule
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3.1 Finish product speciﬁcation“’

Test ltem Japanese Pharmacopoeia 16" edition
1. USanmenundndgy 90.0 - 110.0% of the L.A. of Fosfomycin
2. Identification ATIFHY
3. pH 6.5-85
4. Purity Clarity and color of solution : Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg
6. Uniformity of dosage unit ATIINI

{Weight variation)

7. Foreign insoluble matter AT

8. Insoluble Particulate Matter -PUIN 2 10 pm laitfin 6,000 a%nf/container

- W@ = 25 pm Wi 600 ayna/container

9. Sterility AT
10. Water NMT 4.0%
C R 12) N USeTIUATENIINMT
— (wigdnaad  NeAIILITD)
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3.2 Drug substance specification : Fosfomycin sodium

Test Item Japanese Pharmacopoeia 16" edition
1. U307 méﬁﬁfy 725 ug/mg - 770 pg/mg (Calculated on the anhydrous basis)
2. ldentification ATIIH U
3. Optical rotation 35° to -55°
(0.5 g calculated on the anhydrous bases,water, 10 mL, 100 mm)
4. pH 8.5-10.5
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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5981190 7 Ganciclovir 500 mg for injection
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1. #asn  Ganciclovir 500 mg for injection

2. amaaanaly
21 3iuny unsenUsaaniie (freeze dried powder) fwsudaitnasaidand
22 gmdszney  Usznausis Ganciclovir 500 mg lu 1 Vial
23 PITULUITY ussqlummwﬁa;mﬁ@ﬂﬁﬂmm%a wioumsazanudsemnide
24 23N - s:q%am fINUTTNaUAILFATYLAZAMINUTI TUNEA 'Yuﬁvuawq \RUTNE® UazLaY
nzfoudrien uasdimafivsnwen Hadwdaauuuussaiud
- UWNBUZTTIIEN aﬂﬂoﬁaﬂﬁawzq%am W3aBamImse suLsnaLLazIIIAAIY

ANMULTIVRILN LAVNHES fuﬁumqvh""ﬁmau

3. AMENTANINAKA

Nan'ﬁm’nﬁmﬁ:ﬁqmnﬂwL‘ﬂuvL‘lJm;J Finished product specification W&z Drug substance specification ﬁ
freBsannsrdnsuatieaiy sldenafoudodinnuamenIsunIsaNwnsLaz e NIENTWETIIUFY vait
nsrdfuildsstidenduatvfiisurimielninimnaspundaduladsunils aadszniansznss
ABITEY 304 32N W.A1.2556 89T 11 BN W.A.2556 (aaﬂi:mﬂluwﬁﬁamw,nnmfuﬁ 10 dguwaw
2556) nsﬂ‘l&iLﬁmumﬂﬁfun‘”uqaUﬁﬁwaaﬂmznswm‘sﬂszmm’lmm

3.1 Finish product specification“)

AmANIANIIINALA USP 38
1. YSunmdaendny 90.0 - 110.0% of the L.A. of Ganciclovir
2. Identification ATV
3. Constituted solution ATIINN
4. Bacterial endotoxins NMT 0.84 Endotoxin Unit / mg of Ganciclovir
5. Sterility tests FTITNU
6. pH 108 - 114
7. Water | NMT 3.0%
8. Particulate matter AT
- W@ 2 10 pm LA 6,000/container
- U@ 2 25 um WLAY 600/container

3.2 Drug substance specification : Ganciclovir'”

amANlGNIIImnaha USP 38

1. e andagy 98.0% - 102.0% of the L.A. of Ganciclovir

(calculated on the anhydrous basis)

2. Identification AT
3. Heavy metals NMT 20 ppm
GEET) RO
B (Wpdasd NAAIILIY)
. { . ~
CE0) R, et N3NNI GRL) I AR T ASTUMS
(wginfien Aaesud) (WHHIUAR TUl)
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3.2 Drug substance specification : Ganciclovir'” (Gia)

anaNianInaka USP 38
4. Residue on ignition NMT 0.1%
5. Water NMT 6.0%
6. Organic impurities - Ganciclovir related compound A : NMT 0.5%
- Total impurities : NMT 1.5%

BN 1. nsdifaanaouidsmetu (waive) mismamaLlamzdiensla Mﬁuua@aLanmwﬁngmﬁhndnﬁ"ﬁ{uagu‘fﬁﬁ’azJ
2. Drug substance specification ﬂmsmmnlu%mm:ﬁmaagwﬁm drug substance wioluhemest drug substance V83
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Souludu g
1. ammmwmULanmsmivl,@ﬁ'uagrym’fm:t,ﬁﬂm‘iﬁumﬁ psmheluleinalng uasdues (declare) unainie
1.1 luehﬁrymiifuwuﬂwéﬁum (18.2 8.3 NY.4 LFWANTTE)
1.1.1 luns@nduenfindaludssinalng nanads ne.2
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32 Namsmsm’?msw:ﬁqmmwfmﬁumawﬁmﬁﬂﬁ'ﬁy (Certification of analysis of Drug substance) AlZlu
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578115 8 Linezolid 600 mg tablet

18 LA, 256!

ANUTENAVINIAYUATIBE N

18281 Linezolid 600 mg tablet

2. amanana

2.1 3uuy Wuele dnsusvdsemu

22 dmdsenay  Usznoudiedlen Linezolid 600 mg 1w 1 1da

23 mruzusny  uindluudsagfiifiuwesd w3a blister pack Jasrunnugwle

2.4 287N - 3:14%21’1 fIUUITNIUAILNIAYRAZANIULTI JUNER i'uﬁvumq wwfinda wonaniow
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- UBBUHIEN asmﬁaﬂﬁaaizq%amﬁa%amamsﬁ'ﬁ FIUUTENALULAZVIAA NULTITEILN

L8UANE® fuﬁyumqvlﬁ'mw

3. ANENTGNIIMARA

3.1 Finish product specification“”(z)

1. USanmarendany m’aﬁwi’mwmﬁiquu Finished product specification
2. ldentification @s’sﬁlsi’lum&lﬁsxylu Finished product specification
3. Dissolution mmmu@l’mﬁiquu Finished product specification
4. Uniformity of dosage units ATV

5. Impurity / Related substance m’m&humwﬁiquu Finished product specification

wanumg nitigusuiimanafiavessmisiagiu luddwdslwndaiien WideBmamsiitaszyiaiy Drug specification

A a e e ‘e
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muﬁ’fuﬂnﬁﬂu (finished product specification) LLa:ﬂ’aﬁwu@Qmmwmmi’mqau (drug substance specification)
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finished product specification uaz/#3a Drug substance specification lazpaur lnawinyszmealszniasan
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21 namngwaalwlszmalng tﬁi}’wﬁmﬁaaﬁmnms%'maammgmmiwﬁmmmu%é’nan'?ﬁl,aa:?%'n'ﬁﬁﬁlu
MINERYN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taowiiaeau PIC/S participating authorities
wia SanmifusesneTgunsniaseunaninmeiuaziFnsfdlunmaniassasdminauamenssns
BIMITUAZEN NIZNTWETITFY Farnuatulasdnnuseansasuasiofiontunaninmsiuasisnsfiaie
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dszmesendiannsafing
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Bilinnafind nisanyanaadw uiusinsh
3. Lanmiqmmwmaomﬁ;ta%aﬁm (Fuwimwansg)

3.1 namsenRianzkgmnkiaduiondiTagduasitde (Certification of analysis of Finished product) T
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3.3 lnamsanangiududuanuinusznitviumminesiagAuvesniudaty (Drug substance)
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3.3 lunsddunzfousnunannnit 2 9 ssdasdidiumnmmweanenamsanen Long term stability ansiiw
Wndulunsidouganusns wazlasunmsasnaiusasanamsnngidmnavesuivn

3.4 luns@dunzidoueanioanii 2 9 wxdasdidunmwtinonansanmanaunisave s aafibn
wudulunzdouesnuges LLazvleTﬁ'f"umsaomw%saaLanmsmmgﬁéwmwam‘?ﬁw
4. 3298198

4.1 fauanan dasssdiagsmnagdey 3 WipUITAT FadusunuusesnoazBua ldasuiiu
mu‘ﬁﬁmu@luﬁﬁaqmauu“&ﬁ"avlmj”wﬁu
5. msﬂi:ﬁ'w;mmwmﬁdwau (MEasLana1IN1ITUL W)

5.1 mﬁe‘muauﬁaaﬁmqlﬂ@“"l,ajﬁam’h 1 4 uaniuseuey

5.2 mnmmﬁdwau azﬁaoaaémmmwmmln%usaowamim’mﬁmﬁxﬁméuﬁéwau

5.3 nizﬁﬁmmmwmsﬁwms@jwﬁaazjwmﬁdwamﬂiadamaf;msw:ﬁ@;mmw RUILTIBNTILNRIIRD
fagvaa10874 I@U;‘memzﬁaedomLﬁuﬁ'nmmﬁwmuﬁﬁmmwmsdamaa&mw:ﬁua:tﬂuﬁ%’uﬁmau
m'lfij”mUﬁLﬁmﬁaalumsm’m’?mezﬁ’qmmw ns:ﬁﬁwudwmvl,;\iLﬂu"l,ﬂmuqmé'nwm:mwwz AUIBINTNNTVE
FIBEND LRI INNNSLERETINNNAINENIVE QmULLa:m?agwﬁmlumﬁewiavLﬂ

5.4 Q’mm:é’ao{uLﬂﬁwmt,ﬁam'l,nﬁm@mq wiadafanmaFevsnmwiodszmsley feutmualasla
fiouly

$ i, | '
G N MO NITUMT (GR2) N SR O A3INNTT
(wagdadien Aaastud) (WHWIUNT THUN)

wih2iun1TisyafiB10/2561



6. tonasanludn g

6.1 mnmﬁmuavlaj‘l’ﬁmﬁmmu (original  drugs) Fa9lntIRoLRAINMINARDY Bioequivalence ﬁLaua
WisuAsuivonduuuy laedinsdnmdsadulumunaninmaiuazuwid JodlumsdnwFrsuyavasen
malypesdninnuamensumIs ez nssnenssmgy lunsdidunzdoudiusmununmenaly
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1 = General requirement 2B WNFTAITUEWIU Finished product EﬂLLU‘U Tablets
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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5180190 9 Liposomal Amphotericin B 50 mg for injection

a3z N1AIININUA TSN 18 WA 7561

1. m Liposomal Amphotericin B 50 mg for injection
2. amanLaTA b
2.1 iy Hussendsiaannidofingas (Lyophiized) swsudadinasaiiend
2.2 gndsznay  Usznaudiuden Amphotericin B 50 mg 1w 1 Vial
2.3 MTULUITY mirglummussfgmﬁ@ﬂﬁﬂmm%a LLa:msgﬁmm"meia:m@ﬂaan"’uuaa wiaugansal
AdurunTes vwe 5 tunson Swn 1 76
24 a:n - i:q%am FINUITTNAUAILIEATYLATANVUTI TUNE fuéuaﬂq \UTiNE uaziaY
nedoudiue uasdnnsiusnsne Bedsdaauunussaigg
- UUMTURUTIIEN aﬂwﬁanﬁaasxq%am #3TanemIcn FuUsnaULAZIIIAA NN
ANIUSIVDIEN LU fuﬁ?vumqvﬁ‘fmﬁm
3. AMENLANINAKA

3.1 Finish product speciﬁcationm“z’

1. USnmaaedny @\i?ﬁ]m%@’mﬁﬁxlﬁlh Finished product specification
2. Identification m”aﬁwhu@lwﬁiquu Finished product specification
3. pH Wsaawﬂuﬂﬂwﬁﬁquu Finished product specification
4. Water content m’mti’lmnwﬁ‘ixylu Finished product specification
5. Sterility test ATIVY

6. Bacterial endotoxins m’mﬂhummﬁsquu Finished product specification
7. Particulate matter AN U

- oUMATIIA 2 10 um itfin 6,000 oA

- 2uNATWIA 2 25 pm aiifin 600 A

8. Uniformity of dosage units m’;ﬁ]ﬁhummﬁszylu Finished product specification

9. Impurity / Related substances mmmumuﬁs:qlu Finished product specification

3.2 Drug substance specification : Amphotericin g

amaENaN1INALA USP 38 BP 2013
1. U’%mmﬁamé’mﬁy NLT 750 [ig / mg (calculated on the dried basis) Minimum 750 U / mg (dried substance)
2. {dentification AU ATITAU
3. Loss on drying NMT 5.0% NMT 5.0%
4. Residue on ignition NMT 3.0% -
5. Bacterial endotoxins - Less than 1.0 IU/ mg
6. Related substances Limit of amphotericin A : NMT 15% - impurity A : NMT 2.0%

- any other impurity at 303 nm : NMT 1.0%
- impurity B at 383 nm: NMT 4.0%

- any other impurity at 383 nm : NMT 2.0%
|- total at 303 and 383 nm : NMT 15.0%

7. Sulfated ash - / NMT 3.0%
(A1) RO h ............... YIemuameNITINIg
v (wedeay Aadasia) ’\j
. N ‘i % -
(958 oo Do NI (A9H) o RPN DT nIINMI
(WwFinien Aaastud) (WIIWIRNE TULT)
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WAEIRa 1. nsfinaanad suusansii (waive) miamasauemesimamsle i z“imamLaﬂmmﬁ'ﬂgmeﬁnénﬁvlﬁ%'uat&u“élﬁ’m

2. Drug substance specification ﬁﬁﬂimw‘m‘luﬁmi’]:ﬁmaa%’wﬁm drug substance #W3alUALATEY drug substance a4
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s98n15N 11 Tenofovir 300 mg and Emtricitabine 200 mg
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and Efavirenz 600 mg tablet
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1. Z8en

2. amaNen2

Tenofovir 300 mg and Emtricitabine 200 mg and Efavirenz 600 mg tablet

2.1 3uuyy Wuede dwsusudsznmu

02 dantlseney  Usznaudindann Tenofovir 300 mg, Emtricitabine 200 mg waz Efavirenz 600 mg

Tu 1 1l

2.3 MTUUITY msalmmaamuwviaﬂa #38 blister pack ﬂaanumm‘nu‘l@
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3. Qmauﬁ?lmamﬂﬁﬂ

3.1 Finish product specification

(1.2

1. USanmdaendndgy

avraruanufiszylu Finished product specification

2. ldentification

m’a’ﬂmumuﬁi:@u Finished product specification

3. Dissolution

Gli’sﬁ)&i’m@wﬁﬁ‘quu Finished product specification

4. Uniformity of dosage units

NI

5. Impurity / Related substance

ﬂi’aﬁ]mumuﬁxﬂu Finished product specification

3.2 Drug substance specification

3.2.1 Efavirenz ®

Test Item usP 38
1. ﬂ%mmé”;mﬁﬂﬁmﬁ 98.0 - 102.0 % L.A. of Efavirenz (calculated on the anhydrous, solvent-free basis)
2. ldentification ATIINIU
3. Residue on ignition NMT 0.2%
4. Heavy metals NMT 20 ppm
5. Completeness of solution ATITHY
6. Water NMT 0.5%
7.

Enantiomeric purity

NMT 0.5% of (R)-efavirenz enantiomer
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3.2 Drug substance specification
@

3.2.1 Efavirenz (6i ?)

Test Item uspP-38

8. Organic impurities Procedure 1

- Efavirenz aminoalcohol : NMT 0.15%

- Efavirenz ethene analog (efavirenz related compound B) : NMT 0.40%
- Efavirenz pent-3-ene-1yne (cis) : NMT 0.10%

- Efavirenz pent-3-ene-1yne (frans) : NMT 0.10%

- Efavirenz penteneyne : NMT 0.10%

- Efavirenz pentyne analog : NMT 0.15%

- Methyl efavirenz : NMT 0.10%

- Efavirenz amino alcohol methyl carbamate : NMT 0.10%
- N-Benzylefavirenz : NMT 0.25%

- Efavirenz benzoylaminoalcohol : NMT 0.15%

- Quinoline analog : NMT 0.10%

- Efavirenz amino alcohol ethyl carbamate : NMT 0.10%

- Unidentified impurity : NMT 0.10%

- Efavirenz amino alcohol bis(ethoxycarbonyl) : NMT 0.10%
- Unidentified impurity : NMT 0.10%

- Cyclobutenylindole analog : NMT 0.10%

- Any other unknown individual impurity : NMT 0.10%

- Total impurities : NMT 1.0%

Procedure 2

- Efavirenz pent-3-ene-1yne (cis) : NMT 0.10%

- Efavirenz pent-3-ene-1yne (trans) : NMT 0.10%

- Efavirenz penteneyne : NMT 0.10%

3.2.2 Tenofovir i8¢ Emtricitabine
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s18n19N 12 Vancomycin 500 mg for injection
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1.%a87  Vancomycin 500 mg for injection
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22 gwdszney  deznaueapasn Vancomycin HCI SIaNyany Vancomycin 500 mg % 1 vial
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3.1 Finish product specification”
Test item BP 2013 USP 38

1. Antibiotic-microbial assays 950 - 105.0% of the L.A. of the estimated potency 90.0 - 115.0% of the L.A. of Vancomycin

2. Identification ATIIHB ATITA W

3. pH 25-45 25-45

4. Related substances - Any impurity : NMT 4.0% - Any peak other than the main peak
- Total impurities : NMT 12.0% T NMT 9.0%

5. Vancomycin B NLT 88.0% NLT 80.0%

6. Constituted solution AU AT

7. Water NMT 5.0% NMT 5.0%

8. Bacterial endotoxins NMT 2.5 IU of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin

9. Uniformity of dosage units ATV ATIVN

10. Sterility tests . ATV AU

11. Particulate matter - @ 210 pm aiifin 6,000 oyMA/container | - VUIR = 10 ym laiifiu 6,000 pRMA/container
-9@ = 25 pm Bilfin 600 agxmﬂ/cw - 9w = 25 pm WiLfiv 600 ayme/container

n3ITuN3
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3.2 Drug substance specification : Vancomycin

(1.(2)

Test Item

BP 2013

USP 38

1.

Potency

NLT 1,050 tU/mg of Vancomycin (on the

anhydrous basis)

NLT 900 pg/mg of Vancomycin (on the

anhydrous basis)

- Total impurities : NMT 7.0%

2. ldentification ATV B ATITHY

3. Appearance of solution ATITHY -

4. pH 25-45 25-45

5. Related substance - Any impurity : for each impurity, NMT 4.0% | - any peak other the main peak : NMT 5.0%

- Limit of monodechlorovancomycin : NMT 4.7%

6. Vancomycin B NLT 93.0% NLT 85.0%

7. Heavy metals NMT 30 ppm NMT 30 ppm

8. Water NMT 5.0% NMT 5.0%

9. Sulfated ash NMT 1.0% -

10. Bacterial endotoxins

Less than 0.25 1U/mg

NMT 0.33 USP endotoxin U/mg

11. Sterility

AU

ST
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