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1. #oen Abacavir 600 mg and Lamivudine 300 mg tablet

2. ananyana
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3. amaaiGmeinana

3.1 Finish product specification

ﬂ‘ a At : 9/ Qs
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1. SSumdamsaty

95.0% - 105.0% of the L.A. of Abacavir
95.0% - 105.0% of the L.A. of Lamivudine

90.0% - 110.0% of the L.A. of Abacavir
90.0% - 110.0% of the L.A. of Lamivudine

2. |dentification

ATIVIU

AT

3. Dissolution

dasacanelikaendy 75%(Q) of the L.A. of
Abacavir W8¢ Lamivudine 144281 45 w1l

dasnzane'litpandt 80%(Q) of the LA. of
Abacavir uaz Lamivudine Tuiasn 30 wifl

4. Uniformity of dosage units

AWMU

AT

5. Related substances /

Organic impurities

- The area of any peak corresponding to
lamivudine impurity A : NMT 0.3%

- The area of any other secondary peak

: NMT 0.2%

- The sum of the areas of all secondary peaks
: NMT 2.2%

- Cytosine : NMT 0.2% .

- Lamivudine-S-sulfoxide : NMT 0.2%

- Lamivudine-R-sulfoxide : NMT 0.2%

- Lamivudine-uracil derivative : NMT 0.2%

- Cyclopropyldiaminopurine abacavir

: NMT 0.2%

- Descyclopropyl abacavir : NMT 0.2%

- Any individual unspecified impurity

1 NMT 0.2%

- Total lamivudine related impurities : NMT 0.6%
- Total abacavir related impurities : NMT 1.0%
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3.2 Drug substance specification

3.2.1 Abacavir sulfate™?®

1. Plmdendaty

99.0% - 101.0% of the L.A. of Abacavir sulfate

(anhydrous substance)

97.0% - 102.0% of the L.A. of Abacavir sulfate,
calculated on the anhydrous and solvent-free basis

2. Identification

ATIVIH

AN

3. Residue on ignition

NMT 0.2%

4. Related substance /

Organic impurities

- Impurity B : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.5%

- Descyclopropyl abacavir : NMT 0.2%

- trans-Abacavir : NMT 0.2%

- O-Pyrimidine derivative abacavir : NMT 0.2%
- t-Butyl derivative abacavir : NMT 0.2%

- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.8%

5. Enantiomeric purity

- Impurity A : NMT 0.3%

NMT 0.3% of abacavir enantiomer

6. Water NMT 0.5% NMT 0.5%
7. Heavy metals NMT 20 ppm -
8. Sulfated ash NMT 0.2% -

3.2.2 Lamivudine

(1.(2)

 BP2016

1. Slamdamnddiy

97.5% - 102.0% of the L.A. of Lamivudine

(dried substance)

©98.0% - 102.0% of the L.A. of Lamivudine,
calculated on the anhydrous and solvent-free basis
® [f labeled as a methanol solvate,

98.0% - 102.0% of the L.A. of Lamivudine,
calculated on the anhydrous, methanol-free,

and solvent-free basis

2. Identification AU ATIIU

3. Content of methanol - 2.0% - 3.0%
(if labeled as lamivudine

methanol solvate)

4. Limit of Lamivudine NMT 0.3% NMT 0.3%

enantiomer

5. Related substance /

Organic impurities

- Impurity A : NMT 0.3%

- Impurity B : NMT 0.2%

- Impurity C : NMT 0.1%

- Any other impurity : for each impurity,
NMT 0.1%

- Total : NMT 0.6%

- Lamivudine-carboxylic acid : NMT 0.3%

- Lamivudine-frans (lamivudine diastereomer)
: NMT 0.2%

- Salicylic acid : NMT 0.1%

- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.6%

6. Residual solvents

Heavy metals : NMT 20 ppm

- Alcohol : NMT 0.2%

- Isopropyl acetate : NMT 0.2%

- Methanol : NMT 0.1%

- Triethylamine : NMT 0.1%

- Total residual solvents : NMT 0.3%
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3.2.2 Lamivudine™* (ga)

7. Water - NMT 2.0%

8. Light absorption . NMT 0.3 at 440 nm NMT 0.0015

9. Loss on drying NMT 0.5% -
10. Sulfated ash NMT 0.1% -
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1. fomn Ampicillin 2 gm and Sulbactam 1 gm for injection

2. amanvanaly
2.1 uuy
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1 Vv Qv . gy . P ko T .
2.2 sudsznay Usznaudaa@lsn Ampicillin sodium Nuyany Ampicillin 2 gm uag Sulbactam sodium
ﬁaugaﬁ'u Sulbactam 1 gm 1 1 vial
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3. amaniGimanaia

3.1 Finish product specification“)

1. ﬂsmmmmthd‘ry 90.0 - 115.0% of the L.A. of Ampicillin
90.0 - 115.0% of the L.A. of Sulbactam
2. Identification ATIU
3. Constituted solution ATV
4. Bacterial endotoxins NMT 0.17 USP Endotoxin Unit
5. Sterility ATIWIN
6. pH 8.0 -10.0
7. Water NMT 2.0%
8. Particulate matter ATIIN
- 4% > 10 um siifin 6,000/container
- U119 > 25 pm Wifiu 600/container
9. Uniformity of dosage units ATIVEIN
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3.2 Drug substance specification

3.2.1 Ampicillin sodium™

1. WBnmdamaay

845 ug - 988 pg of Ampicillin, calculated on the anhydrous basis

. Bacterial endotoxins

NMT 0.15 USP Endotoxin U/mg of Ampicillin

. Sterility

2. Identification ATVWU
3. Crystallinity ATIHIN
4. pH 8.0-10.0
5. Dimethylaniline ATIINIU
6. Methylene chloride NMT 0.2%
7. Water NMT 2.0%
8

9

ATIWIU

3.2.2 Sulbactam sodium'”

1. PBanudamady

886 pg - 941 pg/mg of Sulbactam, calculated on the anhydrous basis

2. Identification AT

3. Water NMT 1.0%

4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Sulbactam
5. Crystalinity ATIVHIB

6. Sterility ATHIR

7. Organic impurities - Sulbactam related compound A : NMT 0.5%

- Amoxicillin related compound A : NMT 0.1%

- 6-Bromopenicillanic acid sulfone : NMT 0.2%

- Sulbactam related compound D : NMT 0.1%

- Sulbactam related compound E : NMT 0.2% -

- Suibactam related compound F : NMT 0.1%

- Any individual unspecified impurity : NMT 0.10%

- Total impurities : NMT 1.0% -
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718019 3 Colistin 150 mg for injection
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muﬂszmﬁﬁ'aw‘i’ﬂquaﬂﬁmﬁ

Colistin 150 mg for injection

2. amaavana

& e o oa .
2.1 3uuuy Wumesndnenigafunifiannunies dnsudadimanssadons

2.2 dawdsznay Usznaudludaen Colistimethate sodium ﬁaugaﬁ'v Colistin 150 mg 1w 1 vial

2.3 MrusuIR ussag'lumw:msgmﬁﬂﬂﬂﬁmnL%aﬁﬁﬂuﬁ'qLLa:uﬁqﬁm‘yTﬂ'aoﬁ‘uum
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3. amdniamaunaiia

3.1 Finish product specification

(12)

-

1. Pnmdedag

95.0 - 115.0% of the L.A. of colistin

90.0 - 120.0% of the L.A. of colistin

-9 2 10 pm Taitfin
6,000/container
- %@ > 25 pm LA

600/container

2. Identification ATV AT

3. Loss on drying NMT 5.0% NMT 7.0%

4. pH 6.5-85 6.5-8.5

5. Constituted solution ATIVH ATIVHIN

6. Sterility ATITIN ATV

7. Bacterial endotoxins NMT 43.75 IU of endotoxin per mL | NMT 2.0 USP endotoxin units per

mg of colistin

8. Free colistin AT ATIIN

8. Uniformity of dosage units ATIVHIN ATV

10. particulate matter AT AN

(WNEMTANT vIalaw)

N3NNI

(WIRNIAIINT iﬂl’mﬂﬁ‘)
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3.2 Drug substance specification : Colistimethate sodium'™?

1. ﬂ?mmﬁ'ﬁmﬁ'm”mv Minimum 11,500 IU/mg (dried substance) | NLT 390 mcg of colistin per mg
2. Identification ATIIHU ATIVANIU

3. Appearance of solution | #1579 W ATHW

4. pH 6.5-85 65-85

5. Specific optical rotation | -46° to -51° (dried substance) -

6. Loss on drying NMT 5.0% NMT 7.0%

7. Sulfated ash 16% - 21% -

8. Heavy metals - NMT 0.003%

9. Free Colistin A5N1HN NTIHIN

10. Pyrogens / AU NMT 2.0 USP Endotoxin U/mg
Bacterial endotoxins

11. Sterility test ATIVHIU ATIVAIU

12. Total sulfite AU -

4 Y Y . a v a “ M var Y
wanumg 1. ntifisanadowdimain waive) missseviienzdimensie v uuuamanmmanmumnm’zﬁ'lmuaga]‘ﬁmu
2. Drug substance specification ATsannluTiasizwuasfuiia drug substance #ialy3iamew drug substance 289
v a o ™ o 4 i - a P “ oo
AU g BT atuleatunits mIaTRieTerasunwtieiidmua
a - __— 4
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2. 18NFTIUTBINATFIMM IHA NN
21 psdnenanlulss wmalng mmemamLanmﬁusaomw‘mumswammmummnmfnuanﬁmms‘ﬂu
Mauiae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiagsu PIC/S participating authorities
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7'1sl'aztﬁﬂﬁqmﬁnummmzuuufﬁmanmsmsﬁ’ﬂﬁanﬁﬁmﬁm
a2l B 6/2564
swmsﬁ 4  Efavirenz 600 mg and Emtricitabine 200 mg
and Tenofovir disoproxil fumarate 300 mg tablet
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1. 5o Efavirenz 600 mg and Emtricitabine 200 mg and Tenofovir disoproxil fumarate
300 mg tablet

2. ansasiiania
213wy - lluede Swsusudsenu
2.2 dudsznay  Usznaudaneann Efavirenz 600 mg, Emtricitabine 200 mg uaz Tenofovir disoproxil
fumarate 300 mg w1
2.3 MruzuIng nﬁa‘luumaaﬁnﬁwmuﬁ %30 blister pack ﬂaar’fumw%u'lﬁ'
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3. AnANLAMIINATKA

3.1 Finish product specification'"?

1. Yy mnamumuﬁ'i:qlu Finished product specification
2. Identification avaarhumwiiseylu Finished product specification
3. Dissolution mwmuﬂ’mﬁlsquu Finished product specification
4. Uniformity of dosage units ATIU

5. Impurity / Related substance mﬁamuﬂ‘mﬁ?quu Finished product specification

3.2 Drug substance specification

3.2.1 Efavirenz, Emtricitabine waz Tenofovir disoproxil fumarate
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Qs Qo 4 Qs
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< . . s e L
YN 5 Fosfomycin sodium 2 d for injection

muﬂszmﬁé"wi‘ﬂquaﬂﬁmﬁ 2 6 #Y 256

1. foen Fosfomycin sodium 2 g for injection

2. amasniana
21 giluny Wunssndsmenideafun ﬁw%’uﬁmﬂhmamamﬁaﬂm
22 dmszney  dsznaudaadasn Fosfomycin sodium mauuanu Fosfomycin 2 g 1% 1 vial
2.3 mruzuTR ussmlumw*msammﬂﬂﬁmnL’ua dosiuenudule
24 aan - s.,miam FIUUTNBUAINFIRUAZAIIULTS THrEe 'Juaumy Wuiinde uazay
sfioudrsuen Lm*'mmsmusnmm'lnama’mLauuumsﬂnmm
- UWMTULLTIREN amuuaamawwam wiafamemsen damsznay UBZTWIR
AMULTIVBILN LaTiNG e maumq‘h«mmu

3. AnaNtAMIINALA

3.1 Finish product sgecification"’

1. YInmmaendagy 90.0 - 110.0% of the L.A. of Fosfomycin

2. Identification ATIINIU

3. pH 65-85

4. Purity Clarity and color of solution : Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg

6. Uniformity of dosage unit ATIV W

{(Weight variation)

7. Foreign insoluble matter AT

8. Insoluble Particulate Matter -UWIA 2 10 uym TaivAin 6,000 ayn1@/container
- YU 2 25 ym Taivfiu 600 aumﬂ/contalner

9. Sterility ATIVNH

10. Water NMT 4.0%

(Wrsnanifiad 1ousug)
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3.2 Drug substance Specification : Fosfomycin sodium"

' Japaﬁé%é‘iPharmaééﬁpai

1. ﬂ?mmm”ammmy 725 pg/mg - 770 ug/mg (Calculated on the anhydrous basis)

2. ldentification AT

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 colorless

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

7. Water NMT 3.0%

Py = - ™ - = - o < e o Py
Wanung 1. nsdinsanadomsimaiu waive) nsamegens wnsinamsla nuuamLanmmang'mmnam'lmuagwm'm
2. Drug substance specification Wm7m1%1n1u3Lﬂﬂ:ﬁmaoqf WAa drug substance wWialuSiase drug substance 184
o a s & a w4 % a a P @ o
graagdnTagy avulaatiumile WMIaTIRlaTIsiRsLNNITeN
3. Nﬂnﬁ?ﬁﬂa?tﬂﬂ:ﬁqM’]wm uluen Finished product specification W8z Drug substance specification i
a a a @ @ 4w PR
PwInnndrdifuatiuduty m‘lmwmtﬁﬂumamum'w.ﬂnwmwm:mwnun:m NIENTHATIUTY
nsrﬁqmmu“ﬁmamﬂﬁﬂwaou’m?ai’mqﬁu waa:{muaﬂm‘lajﬂsomuﬁfﬂwmu’mﬂszmﬁ WU SeBandadsy
a ‘ Y w¥ o an
QUUYﬂM&Iﬂ’JﬂﬁIﬂWU']UWﬂﬂRﬂ‘M Wudn Imunuqauwuwmﬂm:nﬁmm:ﬂﬁ:m@ﬂm 19

4 v o4

Rouluduq

Atananandesdiudrimnmdreenans w%’auaomﬂﬁaﬁa%'mmtanmifmﬂé‘ﬁé"lwm TNYandua
E 4

Aol

A J r_} ol A o 1 o [} -
1. Lanmsms‘loﬁ’magty'lmummumhmU'nwairmuw‘luﬂszl.nﬁ'lm UasF LAY (declare) UnEINES
s @ p- 4 at o o v ' P
1.1 lwddynsiunadoudiugn (N8.2 n8.3 Nu.4 ufudnydl)
o a a
1.1.1 Tunsdifiduefndaludsunelng nwhs np.2
o o o d f 2
11.2 'lunsmmﬂummnmwammmussfg nuBhe ne.3
- f
11.3 ‘lunsr‘i‘mLﬁumml'mf'ﬁrlnm’wﬂs:mﬂ WNEi ne.4
° P4 ] Y o o a
12 Tuswedunzidemuen o1/ 1 VBINALAUBTION wsauﬂﬂanﬁmmmamsmuquqnmwmaowamnmvﬁ
o4 . . , v o v A
aunTunzidon (finished product specification) LLazmam'ﬁuﬂqmmwmaomqwu (drug substance
. . o ‘ o a a (Y s '
specification) ns:ﬁ‘nags:wmnmﬂawuﬂmm"’lmmeem waasuuuenmIFuINwiemsveuly (u.5)
W38N finished product specification W8z/%3a Drug substance specification Tﬂwaufﬂmﬁaufuﬂizmﬂ
tszmanandidnnsafing uazlaiiiu 2 Do Mulmealenenansidnmseing

P
(S90) ] o i . et S Usesuanensunis
% wwanmailsilad i)
d Y |
(:9%8).................... C ........................ nITUNs (9%B).c. W .............. nIINNT
(WNF13ENT Ualae) (WNEIAWNT FNIgNY)

whilzimgmats qnﬁs 6/2564



2. 18N UTRINIRIF N A AN
21 nsdifienuAaluysenalng E‘J’Nﬁmﬁ’aoﬁtanms%’usaammpummﬁmmmwﬁ'nmm*rfua:’a'ﬁ'msﬁﬁ'lu
MINRaEL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tﬂw‘ulwmu PIC/S participating authorities
w30 ﬁtanmﬁ‘usaammsgnumswﬁmmmuv\zi’nmmerfuaziﬁn"ﬁﬁﬁlumswﬁmwaeﬁwﬁ'nnunmmmms
8IMITUATEN NIENTNMTITUFY %er‘iwuﬂi’m'[@Uﬁmwaaﬂﬂé‘aoua:n”ﬂLﬁnun”uuﬁ'nmmﬁua:’i‘ﬁ'msﬁﬁ'lu
MIndaen PIC/S Wunuaaeiianayay 2ULIgamuTauNTATIeRayle BANANIITUTBIRI T U T2 e
Uszmesensiinnseding
22 nm‘iﬁlﬁumﬁ'nﬂ‘;mn@i'mlszmﬂ HHiadasdl UL LT GRETAUE S ST M PSSR A uaz
3%‘msﬁ€ﬂumsw§mm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) latmsiauu PIC/S
participating authorities %38 GMP clearance au"ud'lqﬂmmaun'lsmmaau Tﬂﬂﬁwamﬁmaqﬁﬁuﬂ%mﬁ
Urmenmdiinnsefing WI001ARaATN wdrudnsdl
3. lanmsamnIngasnanaTian
3.1 HANTIATI TR R e oue ﬂ"n«‘hﬁ'aagﬂmaasjwﬁm (Certification of analysis of Finished product)
'lumajuﬁdotﬂum"’a 2819
3.2 wamsm‘zﬁmﬁzﬁqmmwfmqﬁwam"’amﬁm"’zy (Certification of analysis of Drug substance) sl
ﬂ’lswﬁmmjuﬁa’mﬂum"?aahan”v\maasjwﬁmma:;‘{wﬁm”mqﬁu
33 Lanmsvﬁavsé’nj'mﬁuﬁ’umwﬁ'uw”ufs:niwjumswﬁmao’i’mqﬁmadm”’:mﬁ’m"ry (Drug substance)
78 32 n"u;'umswﬁmamﬁm"wﬁmﬁm%gﬂ (Finished product) 43 3.1
3.4 Wam3finw Long term stability an amhomayuaamﬁifun:tﬂﬂuvb”n"uﬁ'}ﬁ'nmuﬂm:nssumsmms
LAZEN NIENTUMITITTAGY
35 Lﬁaammﬂumﬁﬁaoa:mnﬁau’l’ﬁ m”aau,uuLanmmﬁmmmmmvwmmmwﬁ"ammzmu wazidan
GT'JSJmsﬁ’uﬁmm:anmmmrﬁ"lﬁ’um”duﬂ@'luﬂ'z'mw”w"uﬁl'ﬁn"mjﬂazJ u,a::m"muamﬂﬂaztSuwfoaama’aon”u
Tayalwanmsiniuen
4. fratheen
4.1 flavanmn dasdidnatanathaton 3 BT %aLﬂu@T’JLmuuamﬂua:tﬁ'uﬂ'l@fﬂmﬁm
muﬁﬁmuﬂluﬁ'ﬁaqmauﬁ‘ﬁﬁ'ﬂﬂﬁ’mﬁu
5. madsziugumweniidenay (wd@avana1In1ssulseing
5.1 mﬁﬁwauﬁaoﬁmq'lﬂﬂ“laiﬁaun'h 1 9 duantudenay
5.2 mnmmﬁa’wau a:m’aadaﬁ'nmmwmaln%’usaawamsmswSmﬂ:ﬁmjuﬁ'a'wau
5.3 nsrﬁffnmﬂﬂ'nmiﬁ'lmszjum“"Jazhomﬁ'ﬁwauw‘v‘admsn’amﬂ:ﬁqmmw WhgTrnITsi i de
Ta9vadl0e9 Tﬂmj"mua:m’aadamw‘w"u5nmm§"1muﬁwmﬂswn"lsa?amw’imﬂ:ﬁuanﬂmﬁnﬁman
dwlﬂi’ﬁhaﬁtﬁuw’adummsw5‘mﬁ:ﬁ6}mmw n‘srﬁﬁ'wudnm‘l&hﬂu'lﬂqumﬁ'nwm:mww: WL
imuﬁn%’[ﬁ%’uﬁmsmmsmuaﬁmmﬂ'ima"rmaa ;jmuua:m?a;jwﬁm‘luﬂ%@ia‘lﬂ

v

v o g o d a a Y ' o 1a A
54 Fd'ﬂ’lf;lil:ﬁﬂd?ﬂtﬂﬂ BULNY aﬂ'ﬂnﬂ“uﬂ ajq “%l”]l,u ain ﬂﬂ’lﬁlﬁﬂ&lﬁﬂﬁWﬂ?ﬂﬂﬁmﬂﬂ gn Eluﬂﬁ%uﬂ]:ﬂ Eﬂwﬁw auvhl

p ) (
R 1) P;IOQM ..................... dzrunmienssums
V (wwanailsfiad 1usud)
o o
(9%pd).......... éj ......................... nITNNNT (awa)mw ................. nITUNIY
(WE3AnT vala) (WWEI91INT augns)

wWiA3memsiis qaﬁB 6/2564



6. fiauanen (funa) twsaalivnidndygnienasuimme g

8.1 nydluantsguaTninTeAenil Tﬂmnw%‘nmmam‘msuwwzfﬁaﬁ’aaﬂﬁn“ﬁnwﬁ'lﬁmmgﬁu ISO/EC
17025 'hjLﬂu‘hJmwmmﬁj’mﬁaﬁmuw‘luﬂszmﬂﬂszmﬂﬁﬂ'i

6.2 nathnAantua’ m*oﬁm"fgm%'ﬂmﬁuﬁumnﬁ GILERICHE g RTER e . Mug2anmues

v

fyazdonzany
6.3 nstﬁwuﬂ‘ﬁ;mqmmwmnuﬁmn"m‘rfﬁmadwam‘aﬂs:ﬁwﬁwaua:mwﬂaaﬂn"wia;{ﬂwvﬂﬁ%’um

7. wﬁ.'zm‘nfms'uaaavuﬁniﬂﬁ%’uﬁmsmNﬁmn“'wﬁmﬁﬁﬂ's:fﬁgm?umﬁuﬁuTﬂﬂﬁwﬁ‘nmuﬂmmmms

pMMITUaze lusTuzIan 1 Drewiuvszmesznsanasifnnseting sndudimitsfodussnindineu

ﬂm:nssumsmmma:m’hvlﬂ”ﬁwLﬁummn"'lmﬂvmvm'lm‘%‘aoﬂ"\ma"nu,a’:z

8. fundasaivaun Sensitivity disc 289 oxoid 'lﬁﬁ'nTsawn'lmamﬂaﬂa’rqﬁ'ryryﬁ (Wusasianasiusasms

LSTE T

wngug 198

1 = Japanese Pharmacopoeia 17" edition

............................ nITUMT

a €,
(W9838NT valaa) (WWEMIAWNT FnnY)

W aumsis qnﬁa 6/2564



‘swamﬁﬂﬂqma“numzmmmmuﬁﬁmnmsmsifm%anﬁﬁ’mwi‘m
1ol B 6/2564
i'lﬂlm‘iﬁ 6 Ganciclovir 500 mg for injection |
mudsEmesswinguanusii 2 6 18 2563

1.%agn  Ganciclovir 500 mg for injection

—_—

2. amangianaly
21 puuy Wuasednaanids (freeze dried powder) #msUda naonidans
22 ey Ysrnaudae Ganciclovir 500 mg 1% 1 Vial
23 muuzuen ussa‘lumw*msammﬂﬁﬁmm’ﬁa wiauasa maﬂﬂﬂmnvua
24 amn . s:u’ﬂam FIUUSTnaLdIIE A YUAZAN TG a quauaw WUAKER uaziay
nufoudsue ua:’aﬁmsmmnmm"hamamwummsanm‘fn
- UWMTURUTIYEN amouaumawu'ﬁam wiadionemeh fulznavuazrmanny
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3. udnignMenaia

3.1 Finish product sgecification"’

1. nmdandegy 90.0 - 110.0% of the L.A. of Ganciclovir (calculated on the anhydrous basis)
2. Identification ATITEU

3. Constituted solution A9

4. Bacterial endotoxins NMT 0.84 Endotoxin unit / mg of Ganciclovir

5. Sterility tests ATIVHIN

6. pH 10.8-11.4

7. Water NMT 3.0%

8. Particulate matter AU

- W19 > 10 pm laiLAu 6,000/container

- 1@ 2 25 pm Litfiu 600/container

3.2 Drug substance specification : Ganciclovir'®

1. Sinndndndy 98.0% - 102.0% of the L.A. of Ganciclovir

(calculated on the anhydrous basis)

2. Identification AT

3. Heavy metals NMT 20 ppm

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%
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