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5’12m’177'| 1 Azithromycin 200 mg/5 mL powder for oral suspension |
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&Lﬂl Azithromycin 200 mg/5 mL powder for oral suspension

amasianaly
1. dlugnsgmsusutsemu Waazapin leinuauaznau (Suspension)
2. WuiSu1as 5 mL Usznaudiedaen Azithromycin dihydrate ﬁ‘augaﬁ'v Azithromycin 200 mg
3. ussg‘lumwzﬂﬂaﬁﬂ Lﬁawauﬁm’mﬁ'ﬂq Ieeinuinaznaudiunasyay 15 mL @ia‘nﬁamﬂsu:msq
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WUNINR®

ansuiaMIIMaRa’

AMANTANIINARA USP 35 %
1. BSnmdamndny 90.0 - 110.0% of the L.A. of Azithromycin 1
2. ldentification ATIVHIU
3. Deliverable volume AT
4. Water NMT 1.5%
5. pH 9.0 - 11.0 (in the suspension constituted)
6. Uniformity of dosage units AN
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1.2 \udmetunadouen o1 wie 0.1 vasnfiauema wiaumpanBoa i amsmuquqmmwmamﬁmﬁm‘rf
awAsunzidonly (finished product specification) uazdarnuanmnInyasiagdy (Drug substance
specification) nsrﬁﬁ'agﬁ:whomsma'UuuﬂamfﬂmLﬁmﬁm:ﬁaauumanmm?aﬁmmmwd*mm}maun'”lm(ﬂ.S)
1W3ay finished product specification ‘

2. LANFITILTBINATFIUNIHEALN

21 nsdifienuanwsanalng ;Ewﬁmﬁmﬁﬁmmmwmwﬁﬁaé‘maammgﬁummﬁmmmu‘né’ntnmwf
A MINAIUNINAALNTBINTNTIIETITUGY (GMP %38 GMP/PICs) Tunanagfiauany

2.2 psdaduwgningenawdszng uiadasiidunmniemiifeiusamnaumniagay
ué’nmm‘ﬁ?%msﬁﬁhmwﬁmmmaaﬂizmmjl’wam %30 Certificate of pharmaceutical products
3.'ﬁmmmwmmanmsqmé’nwnwmaomﬁ'muasnm

3.1 wanmIasR sk aniueivein (Certification of analysis) 1ums;uﬁaio|,ﬂuﬁ'1mjw

3.2 NAN5ATNATIERAUNMWIAQAY (Raw material) vassamndngyfilFlunuian vﬁmaatgwﬁmm
ua:Qwﬁwi'mqﬁuﬁﬂm;mﬁmﬁ'u ua:tﬂujmﬁmﬁ’umm”;as.haﬁﬁo (WRAILBNEITILTDI) ADIUFAINITNTIY

ﬂvdﬁ’ 2).3)
quamiamanaia | . usP3s , T erats 7
1, PBhinmdrndngy 945 ug - 1,030 ug of Azithromycin/mg 96.0 - 102.0% (anhydrous substance)
(Calculated on the anhydrous basis) 1-
2. Identification AU a9 %
3. Appearance of solution - ATIHU
4. Specific rotation -45° to -49° at 20° -45° to -49° (anhydrous substance)
(Test solution:20 mg per mL, in (Dissolve 0.500 g in anhydroys ethanol R
dehydrated alcohol) and dilute to 50.0 ml with the|same solvent)
5. Crystaliinity AT -
6. pH 90-11.0 9.0-11.0
7. Water : NMT 2.0% (as anhydrous) 1.8% - 6.5%
: 4.0% - 5.0% (as dihydrate)
: 1.8% - 4.0% (as the monohydrate)
: 4.0% - 6.5% (as the monohydrate Taad
@723 loss on drying WMINTAT)
8. Residue on ignition NMT 0.3% . -
9. Heavy metals NMT 25 ppm . { NMT 25 ppm
10. Sulfated ash - NMT 0.2%
11. Loss on drying 4.0 % - 6.5% -
.
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AMENLAMINAAYDY Azithromycin'® (A8)

ammnianmaia USP 35 BP 2013

12. Limit of related substances | Test 1 (Iﬁ est 2 N3t impurity profile i - Impurity B : NMT 2.0%
azithromycin related compound F) - Impurities A, C, E, F, H, |, LMN,OP
- Desosaminylazithromycin : NMT 0.3% : for each impurity, NMT 0.5%
- N-demethylazithromycin : NMT 0.7% - Sum of impurities D and J : NMT 0.5%
- Total impurities : NMT 3.0% - Impurity G : NMT 0.2%
$30 Test2 - Any other impurity : for each impurity,
- Azithromycin-N-oxide : NMT 0.5% NMT 0.2%
- 3(N,N~didemethyl}-3'-N-formylazithromycin | - Total : NMT 3.0%
: NMT 0.5% - Disregard limit : NMT 0.1%

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

- Azithromycin related compound F

: NMT 0.5%

- Desosaminylazithromycin : NMT 0.3%
- N-Demethylazithromycin : NMT 0.7%

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

- 3'-De(dimethylamino)-3'-oxoazithromycin
: 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 0.20%

- Total impurities : NMT 3.0%
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6. msﬂs*ﬁ'uﬂmmwmﬁdmau (ULRAILBNANTATITULTEN)

6.1 am’uam’mawaumau"luuaun’n 12 1fia% HUIMNITUAINDL

6.2 mwmm‘nawau avmaaaamme'wmnlmmaaNammﬂmmﬂ.'nmiuﬂawawawwaﬂ

6.3 'I.unstwn‘vxmm‘mnﬁmmsqumamqmwawamwaaomdmmﬂmqmmw Mgz
nﬁoﬁas’awaﬁdazi'mmTﬂuﬁmm*e’faadomw‘i'u'é'nmmi'lmuﬁnmmwn'ﬁﬁomn“nﬂsvﬁua"tﬂu
munmaum'l"nma'lummsamm‘n*vmmmw lunsdfinuiho lidulymaguansmuzsianz uinacdas
mmiu‘nwam'lvswnnmmmuamauln"[iawmma Tarlidasnldansla 9 molu 30 Sukusniuilésy
menTsawmma u.a"uaaamanﬂusuwvwmmsmuaﬁmmmnmwaommlLLa"/maNNam‘luﬂswa'lﬂ

6.4 sdmm:maasmﬂaﬂummam'lnaummq wadlaamafenamudantsznislag neu dnue
7. 1na3dug

7.1 lundidunadougnanannni 2 2 azdssfidgumnmwananans@nm Long term stability Ui
vudnlunsdousanuaas uazldsumssswnuiusenenmsnngiiswnvasnisn

7.2 lunsddunsfouenantasnii 2 9 axdasddmnamionanisansnamansdaasnaudiin
Wiandulunsidouesuuans uszldfumsasnuitsesisnasangismsvasiem

7.3 lunsdifiduendasnsunauld axdasfidnuimuwdisnamIfn¥IANUAIAIMAINITRZAIBAURAS

7.4 LﬁaqmnLﬂumﬂ’]LL'umm:naua‘im%‘u%’uﬂizmuﬁhi"lﬁazi‘lusﬂm‘sa:mﬂ‘la nydinDuenf llgen

o v a - ' o ' | o
fuuty davdumsnumsinmnFiauyavasn (Bioequivalence - study) Augasinddruyalaiuandraiuen
FUUUY uazgUuLUA AN G aaduliaa ASEAN Guidelines for the Conduct of Bioavailability and

o . . 4 o
Bioequivalence Studies @NUTENARIUNNUATSNTINAITANNITUREN 1589 ASEAN Guidelines for the Conduct
of Bicavailability and Bioequivalence Studies uszgjiiansinmnianszininauscBimuysvasnianmeion asiuf

a 3
6 fiuAu 2552

a9 [y ¥ a j a8 aa . X . .
7.5 n3d Wlgenduuuy dasdinanunsdnsmendfindsis Mycoplasma pneumonia, Clamydia uaz
. sas Ao cad A A @ =< Pol a A

Atypical pathogen uazldsumisaRuwlunsasmemsunndiidadalduaznanisinmfuseintninms
snwldidasniimsiinwvesendunuy K38 InsanunsdnsmeadfinuSeuiisudssiniawnuen
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1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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18N19N 2 Cefoperazone 500 mg + Sulbactam 500 mg for Injection

anlszmadoninguaesii

#oen Cefoperazone 500 mg + Sulbactam 500 mg for Injection

amaaianly
A’ =l
1. dumssndseannidafin
" v o N o @
2. Tu 1 vial Ysznaudloeaen Cefoperazone sodium PINUYANU Cefoperazone 500 mg uaz Sulbactam
A fod
sodium TIFUYINY Sulbactam 500 mg
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4. amnizy - Faen daulsznaudindmaguazanuus Junia uiuer tnafinda wazimanaow
@iuen edwdauunursgined
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Qmﬂﬂﬂﬂﬂ1dlﬂﬁ%ﬂ1 (lai official luunawdnsu USP 35, BP 2013 Gaamenssunsy Iidwensnsdradalunis

IavhguANUIaNIZYadN)

1. ﬂ?mmm"‘;mﬁﬁﬂ"m 90.0 - 110.0% of the L.A. of Cefoperazone
90.0 - 110.0% of the L.A. of Sulbactam
2. Identification m'sﬂmumuﬁ'ﬁqlu Finished product specification
3. Constituted solution | Clear
4. Particulate matter m‘i’:ﬁlmumuﬁs:q‘lu Finished product specification

-9u1e = 10 pm laitAiu 6,000/container

-9W1A > 25 pm WilAiu 600/container

5. Sterility m’mci’mm’mﬁsquu Finished product specification
6. Bacterial endotoxins ﬂﬂi]&i’l%muﬁ%qlu Finished product specification
. o
7.pH ’ mnmumumzq‘lu Finished product specification
. p
8. Uniformity of dosage unit mnmumumzlg'lu Finished product specification
Wanludn g
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1.2 11Jﬁ'l1la‘illuﬂ:|:ﬁﬂum e ‘V\%E] 8.1 VIENVILEUTIAN W‘ia&lﬂﬂa‘”lﬁﬂﬁm’l'ﬂ aﬂﬁ‘iﬂ’mﬂuﬂm‘lmmﬂaﬂnm‘n

mummﬂ’mﬂ‘uh (finished product specification) ua,mamﬂuﬂﬂmmwmae'mnﬂu (Drug substance
specn"catlon) nmmaus*mwmnﬂaﬂuuﬂaauﬁ”lmwumu'«rmaauumanmsmamtu’umwmumwautﬂm (¢.5)

yWTa finished product specification

2. Lﬂﬂﬁ'\ﬁﬂi'ﬂd&l'\ﬂiﬁ'\uﬂﬁ‘iNﬂﬂﬂﬁ
21 nsmnu1nam7uﬂs Lﬂﬁzﬂﬂ wamawmtmmwmﬂvmoaasusaommmum'mammmumnmtum

i
1
i

1ﬁmin€ﬂum'mas1mmaan?mwmmsmm (GMP n3a GMP/PICs) 'luvm'mmmauamw

2.2 n‘:mmﬁummtmmnmddszmﬂ Q‘J'NR@]GI yaaddwinmwen ﬂvsmaamsaammﬁ’mn'\wﬁmmmu

'né'nmm'vﬁﬁmsﬁﬁ‘lummﬁﬂmmaaﬂszmﬂﬁwﬁm 738 Certificate of pharmaceutical products

3. a'ummwmﬂmnmsamanumw‘uaammauaﬁm

31 Namsommm‘s'l"uﬂmmwwamnmmmamwﬁm (Certification of analysis) 'luFJ’l‘iquaﬂl.ﬂ%WmU'N

3.2 Nﬂﬂ'\‘i@\i’m'JLﬂﬁu%ﬂMWW’JﬂnﬂU (Raw material) maqmmmﬂmﬁ'l'&'lummamm '(I\‘HJENNNEWIHW

LLG.NNR@]’J@I‘QG\UY\L{]%NL@U"JTIH LLaulﬂuﬁuW\U"JT'I]J{J"I@]'JE!U’NYIKJ (Llﬁﬂx‘llﬂﬂ?ﬂﬁ]ﬁﬂd) maouammm‘namu

aaa - 23
1. aMANUANMIINAWAVBY Cefoperazone sodium

andunidmamaia

USP 35

BP-2013

1. Phnudendagy

870 ug - 1,015 ug of Cefoperazone/mg

(Calculated on the anhydrous basis)

95.0 - 102.0% of Cefoperazone sodium

(anhydrous substance)

2. Identification AT A779%

3. Appearance of solution - ATIIN

4. Crystallinity ATV -

5. pH 45-6.5 45-65

6. Water NMT 5.0% NMT 5.0%

7. Sterility AU :

8. Bacterial endotoxins NMT 0.2 USP Endotoxin U/mg NMT 0.2 1U/mg

9. Related substances - By Liguid chromatography

- Any impurity : for each impurity, NMT 1.5%

- Total : NMT 4.5%
- Disregard limit : NMT 0.1%
10. Acetone - NMT 2.0%
11. Heavy metals - NMT 5 ppm
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Qua - 3
2. AtWANUAMIINANAZ DY Sulbactam sodium z

AuANiANIMAia USP35 BP 2013
1. Uuudrndag 886 ug - 941 pg of sulbactam/mg 97.0 - 102.0% of sulbactam sodium (anhydrous
(Calculated on the anhydrous basis) substance)

2. Identification NIIVU ATITHIU

3. Appearance of solution - ATIWU

4. Absorbance - NMT 0.10 at 430 nm

5. pH - 45-7.2

6. Specific optical rotation - +219° to +233° (anhydrous substance)
Dissolve 0.5 g in water R and dilute to 50 ml
with the same solvent

7. Related substances - By liquid chromatography
- 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%
- Disregard limit : NMT 0.05%

8. 2-Ethylhexanoic acid - NMT 0.5%

9. Heavy metals - NM'\T 20 ppm

10. Water NMT 1.0% NMT 1.0%

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

12. Crystallinity ATHU -

13. Sterility ATIIN AU

wingme 1. indadiufldtibdeaduatiififisurnielnaini nydlifouriuddulamdzmansnenningy
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2. uammaseLmENIanNInaiia dasddmnindrdiuatdisnu FildranudoudadineunnznTiums

ATRITURTEN NIENTNTINFY

Ada a

JuLuUNaNUIUAT (Cefoperazone sodium and Sulbactam sodium) ABILAAINITATI

AmauLAManAdinyas Cefoperazone sodium Uaz Sulbactam sodium aaida 3.2 vasuiEnkinianay

e . ‘ ' o ¢ A a °
4. disuanmdasdiniegamnagwiay 3 wigussanu Faduaunuuaasrossidoaldasudiuauiiivue

Twiade quanti@rialy dradu

5. snfianadpadusnuisniluguieniagunuiming (uaasiens1siuses)

6. MIUTTAUATMINENFINGY (RAAILDNAITNITIVYTENN)
6.1 e1gvaseMdsnaudadikaundit 12 ifieu uainiudeay

6.2 tNIANsINaY a:@Tam'aﬁ'l|.mmwn"1U’lm"maaNan'\s«ma‘imﬂ:ﬁmjuﬁdmawaa@ﬁﬂ
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6.3 'lunsrﬁﬁmwﬂ'ﬁmsﬁwmsz-judﬁaai'nm'?idwamﬁaa‘ms’aﬁmﬂ:ﬁqmmw wihgTamsimiiiedas
maﬁqadwam‘[mmj’muazv’fméomtﬁuﬁnmua’hmuﬁmhuwnmsdmﬂﬁmﬂ:ﬁuaztﬂutgf%’uﬁmandﬂ'ﬁii’mlun’ﬁ
anvdemeiganmw lunsdifnuinnlidwlymugusnyzams 1ismeedani enjufindalmifidanasguds
vaulilsamenns Taglidesnlginela 9 melu 30 Swiveniufldsuusmnnlsonening ussvassudnd wisu
ﬁmmwn’mauaﬂmmﬁ'\mdwwao@'muua:/ﬁacjwﬁmluﬂ%«i al1l

6.4 v‘{mm:m”aﬁmﬂﬁwﬂmﬁa gilndnainay wiadlaiamsFouamwnautivue
7. NI

7.1 FUWILFRINANITANENAUAIAIVBIEN (Stability data)

7.1.1 lunsdidunzidousanannnia 2 9 axdasiidumniwdranamsfins Long term stability aufitu
Wb lunsdousauaas

7.1.2 lunsdidunadougrantasndii 2 9 axdasddmumnmnsnonamsinennanisavessieaiidu
Wudnlunafousauaa wazldsumsssunasusanananngiidmazesuism

7.1.3 iasenidusnfidasssannnould dosunuenmMILENININNAIAITEILITNENAINMIREAL UAtTaId
@Twa’ﬁﬁﬁﬁmm:aummmwﬁﬁum"’sﬂ'\'Lﬁ"luﬂﬂunTmTuﬁl'Eﬁmjﬂw uasfasuaaITasiuadaaandaany
dayaluienansiiuen
8. n3didugnililgendunuy m"aaﬁﬂm’mmsﬁnmmsmaaumw‘h'ﬂaam@iaLi‘;auuaﬁt‘%’uﬁ;mmﬁaﬂmm
msﬁnmmaﬂﬁﬁn'lumﬁ'nmQ’ﬂ’:Uﬁm“gauunﬁt’%'nﬁ;mm wazldsumsaRuwlunsmmamsunndAdediole
wazkansAnmdUszinSmwlhidesninnsfinsvasenduuuy wis nsrumsdnsnimaesaunnalivasen
viat,%auuaﬁt‘%‘uﬁ;umm%aﬂmmmsﬁnmmmﬁﬁn'lumsi’nméﬂ’:ﬂﬁm%auuaﬁt%u'ff‘;uuﬂ Wiy
UrzAnsmwiusduwuuAldsunsaRunlunmmmsuwndidatie e
9. fudasmiayu Sensitivity disc 784 oxoid Tinulsiwennasnaaegdyyn (Wuaasienanssusains
CITE N

nanpina - 8198997n

1 = General requirement YBILNFTAITUFINMTY Finished product JUuuY Injections (Parenteral preparations)
2 = The United States Pharmacopoeia 35

3 = British Pharmacopoeia 2013
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Clindamycin phosphate 300 mg Injection

Bom Clindamycin phosphate 300 mg Injection

amantanaly

X f o o
1. \dussszmudnasne la WidF svsuie

2.1 1 moweussy Usznaudaseaen Clindamycin phosphate 150 mg/mL TusazanstSanes 2 mL

& - Y a
3. ussq'lummu:msgmfmﬂﬂﬁmm’na TUAVIAWNT type | RIDVIANARAN

o . o o o« a e & 4 a -
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USP 35

BP 2013

1. dFunuaasndagy

90.0 - 120.0% of the L.A. of

Clindamycin

90.0 - 105.0% of the L.A. of

Clindamycin

2. |dentification

ATAIVHIU

AN

3. Bacterial endotoxins

NMT 0.58 USP Endotoxin U / mg of

NMT 6 IU of Endotoxin /' mL

clindamycin (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. Particulate matter ATIVU ATITEU
-au1e > 10 pm L
6,000/container
- e > 25 pm lailAiu
600/container
7. Sterility ATIVHU ATIHU
8. Volume in container a5 AT
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Nawludwq
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1. mmmwmmanmsmﬂd’mmg.tyﬂmumtﬁuummml.wamﬂmu'luﬂs:mﬂ'lm WAZELAY (declare) WNRINA®
o @ X P o Gs Y \ a
1.1 ludagmsiunadoudisuen (me.2 no.3 Ne.d4 uAIUANI)
1.1.1 lunsaindunindaludszinalng wanede ne.2
ad o w d . 2
1.1.2 lunsdlfidusinduienisutaussy nansha ne.3
1.1.3 lunsdinidusnindnansadszineg naneds na.4
o X A . - o
1.2 lémedwnzfouen not w3a 8.1 eenfiausnm wiaaneasndsavadenTImuguaRDBIRE AN
i Y L g . ope . % o b a
aandunzidonls (finished product specification) WETBMAUAAUNINYBITIAL AL (Drug substance
specification) nstﬁﬁag:szwi'mmstﬂﬁuuuﬂaaun"'lmLﬂmﬁm:ﬁaouuuLanmsﬂ?aﬁmmmwdmmwaun“lm (8.5)
NS finished product specification
2 lunsdifigwaaluysanalng fudadasddnmnmtdiomidfsiisasanasgiunisniagimananinmst
M SNAUMINEANTBINTTNTRITIIUGY (GMP) luninafiauany
lunsdifdueningroindvdssna fuiadaslidunmwtiewisiaiusasnagunndaoay
wanunmaiiEmMIndlunisdaswalssmerdnia wia Certificate of pharmaceutical products
3. §UWINNENELANA I AN B INALRUETIAN
3.1 wamsaTndiemzinumwnAanusiuakia (Certification of analysis) lusniuniduiludadng
32 NamwmﬁLﬂﬂ:ﬁQmmwfmqﬁu(Raw material) maw'i'amﬁ'm"mvmﬁummﬁmmﬁ'waanjnﬁmmua:

v a & a d ' o : o a . i . . o X1
sdwammqﬂuﬁtﬂu@mﬁ BN LLa:tﬂu;uLﬁ UG IDENITAEY ABIUFAIMNIATIA Clindamycin Phosphate 3

AnAniANanaia USP 35 : BP 2013
1. Wiy Not less than 758 g of clindamycin/mg 95.0 - 102.0% of clindamycin phosphate
{Calculated on the anhydrous basis) (anhydrous substance)
2. Identification ATIWNU ATIWH
3. Appearance of solution - ATITIHTY
4. Crystallinity ATIIHH -
5. pH 35-45 35-45
6. Water NMT 6.0% NMT 6.0%
7. Sterility ATIHIN -
8. Bacterial endotoxins NMT 0.58 USP Endotoxin U/mg of NMT 0.6 1U/mg
clindamycin
9. Specific optical rotation - +115° to +130° (anhydrous substance)
10. Related substances - By liguid chromatography
. - Any impurity : for each impurity, NMT 2.5%
- Total impurity : NMT 4.0%
- Disregard limit : NMT 0.1%
(aa%a) @ ..................... YT FIUAENIIINTT
E/ WEF1ad NadITaT) N -
(aa%a) ................................................. nITUMT (aa%a) ................... N" .................... nITUM3
wugiafien Aeasmd) 4 (WWEIWTS nmawiah)
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7. lanm3iug

7.1 SUWUFAININITANWIANNAIALVIEN (Stability data)
7.1.1 lunsdidunsadenenuruinnit 2 9 asdaailiumnmenonanisénen Long term stability aaft
SuRmdnlunzidoueanuang
7.1.2 lunsdifunafonsuntannd 2 9 ssdasddummwinananmsinmanuassavasauiin
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8. fanudasmiLiayu Sensitivity disc 189 oxoid TRLTssnemNamsenagsyan (Wiusananmaiisesnsaiumu)

ALK : 61989310
1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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g 4 Cyclosporine 25 mg Capsule

madszniadininguanysii

Bowm Cyclosporine 25 mg Capsule

anaaanaly

1. lusudaviia Soft capsule #MIUTUUTENYU

2. 1u 1 ulle Usznaudanden Cyclosporine 25 mg

3. ussyluunsagiifiuawans w3a blister pack Vasruanuiwle

4. amnazy - Faen drurlsznaudandAguaaause Sundn 'Yuﬁuumq Wwafinda uazinunadoudive
Hathsfauuuussasiond

. (Y 2 ‘ o o & o & i a
= URUAIBN Elﬂ’ldﬁﬂﬂﬂﬂd?:l{‘ﬁam a']uljs:ﬂauﬂ'lﬂqmﬂﬂ&l AN 'Juaua']q LLa:la'ﬂﬁNaﬂ

amauAMInake’
AmmNiRMINaia USP 35

1. USanudendngy 90.0 - 110.0% of the L.A. of Cyclosporine

2. Identification ATIVU

3. Dissolution The requirements are met if all of the capsules tested rupture in
more than 15 minutes, if 1 or 2 of the capsules rupture in more
than 15 but not more than 30 minutes, repeat the test on 12
additional capsules. Not more than 2 of the total of 18 capsules
tested rupture in more than 15 but not more than 30 minutes

4. Uniformity of dosage units AU
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1.1 ludeymstunadoudisuen meo.2 ne.3 no.4 udusndl)
1.1.1 lunsdnduenfndaludsznalng waunsds ne.2
- a o o A '
1.1.2 wnsdimdussiidiiamsuiussy waneti ne.3
1.1.3 lunsdifidusnindnaneisdssing wanofs ne.4
3 ! A @ 9 =3 &~
1.2 ludwatunzidousn ne.1 w38 8.1 vasnfiaus winmessdsertamInuaugmmwyasian
;¥ v e . v s
aunidunzifionld (finished product specification) wazTamnuAnMNINY2IIARAL (Drug substance
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specification) n3diNagnivmatasuudsaur luRadsazdasuuuenaamssdunmwdisnseudly (8.5)
W3 finished product specification
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2. 1laNAITUTINASTIUNIHAALN
2.1 nadingwaalusanalng guiadasddnumuaionifesusaanaspumniaianu
nanmmmﬁmsnﬁ'lummammmaansmﬂmmsmﬁm (GMP %38 GMP/PICs) lunanasfliauswy
2.2 nsd@iiugnindrendrslsana guaadaslidunindionbifaiusasnaspunsniasna
uanmmmﬁﬁmwﬁlumswﬁmmmamsvmﬂ@lwam #38 Certificate of pharmaceutical products
3. mﬁ'muaGTaaLﬂum?{u?ﬁ’nLﬂu;j'wﬁvm?asjlmuémmf.l ( LEPILBNRITILTDY)
4. FWMWIIBLNNIRMIN B INTIEUaTINN
4.1 Nammﬁﬁmﬂm'ﬂmmwNﬁmn"mcvfmam’wﬁm (Certification of analysis) lumiuﬁdotﬂwﬁamq
42 HAMIATRUATAUNINIAQRY (Raw material) vasda e flsluntndas m’uawnamm
A wwammmumﬂmmﬂmnu umﬂusummnummammm (LRAILANETILITY) Tm.llmmﬁ.wmnﬂu
RBIUFAIMIATIVI

- quanifmenatia | . usp3s. o .. BP2013
1. WSnmdaznsngy 98.5 - 101.5% of Cyclosporine A 97.0 - 102.0% of Cyclosporine A '
(Calculated on the dried basis) (dried substance)
2. Identification ATIVU ATIIU
3. Appearance of - ATIWU
solution
4. Specific optical - (-193°) — (-185°)
rotation (dried substance)
5. Loss on drying NMT 2.0% ( 60°C, 3 hours) - NMT 2% (1 gm, 60° C, 3 hours)
6. Bacterial endotoxins - NMT 0.84 IU/mg
7. Heavy metals NMT 0.002% NMT 20 ppm
8. Related compounds - Any individual impurity : NMT 0.7% - Any impurity : for each impurity, NMT 0.7%
- Sum of all such impurities : NMT 1.5% - Total impurity : NMT 1.5%
- Disregard limit : NMT 0.05%
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6. m‘sﬂs:ﬁ'uqmmwmﬁdwau ( waaILBNATNNTIVYTEAR)
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6.4 mmﬁ].maosmﬂaﬂummamlnwmaw wiadafiamaFonanmaiplsznisle 9 nawinue

7. anaIiug
7.1 FUWUAAIHANTANHINIUAIRIYBIEN (Stability data)
7.1.1 lunsdidunzdounanunnnin 2 9 ssdasfidnmnindronsamsanen Long term stability a1l
Sudandalunsdoneuiuges
7.1.2 lunsdidunadonenuniasnda 2 9 AHIT UMW IRAIMIANIIANNAIRIVBILNAUTE Y
Wndslunzdousnuuans ua:"l@i"%’umsaamu%’mamnmsmmjﬁaﬁmwaw?ﬁ'w
7.2 nvdi lilgorduuuy ADIINANFIUNNTVINIURAINANIIANY Bioequivalence  ¥a98NTLa D
Wisuifisunuenduuuy TﬂU?‘ﬁ'msﬁnmﬁaoLﬂu'lﬂmwé'nan‘vfua:u,mﬂﬁu"a‘lun’ﬁﬁnm"&":auga'uaa
FUNIUA N TINNTOMITUALLA NIENTHAITITUFY :

WNING : 81989970
1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies uazf‘jﬁa
msﬁnm"‘mﬂszﬁn%maLtaxiuauagamaowﬁmﬁm‘ﬁm naomugum ﬁ‘lﬁﬂ@"l%ﬂiﬂtﬂﬁuﬂﬁ?
INTIURSHN nszmaammsmqw
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= Qs ' Qs ‘3 Qv
swazmaﬁqmanumzmmzuuuﬁ'mLanmsmsw%mmnwﬁm
1auNn  A09 /2558
IunIsn 5 Desoximetasone cream 0.25%, 300 gm

muﬂszmﬁﬁ'mi’ﬁquaﬂﬁmﬁ

%am Desoximetasone cream 0.25%, 300 gm

ansdaniaraly ‘
1. Wueedu dmsumAmiiniouen
2. 11 100 gm tsznaudan@aen Desoximetasone 0.25 gm
3. umlumouzdasiin dasiuuasuazanuiwld 1ua 300 niy da 1 MTULUTR
4 uum’nu.umwauwam UAZANINEIULTIIAMIG RISy Famuwiymaen, saudsznauvasdam, tud
Wie, Tunuaany, lvfinde, wanadoudiiue wseStifuinmne Hethadaiam

AnMFNTAMIMARA'
, amdniamImnaia USP 35
1. UToeaendagy 90.0 - 110.0% of the L.A. of Desoximetasone
2. Identification ATIVHH
3. Minimum fill ATIVNU
4.pH 40-80
5. Microbial limit test’ A329H Y

nauKa Lﬂﬁﬂiﬁ’ﬁll'ﬂhiﬂ'ldadﬂﬂ%‘ﬂ%ﬂuﬂﬂmU‘]JL‘VH%SE]I%SJH’J’] ﬂﬁm'l&lmEI‘IJWl'lLW]Lﬂ‘lﬂﬂGIWNlJT“ﬂ’]FIﬂ?“YIT’NR']ﬂ?mW
LTtN 7"‘1J(ﬁ'17’1ﬂ’1 'I.wunwaﬂwuw pIAMENIIAMIUIENIATIANEN

4 4
Ranludn 9
o ' war & P o o d o ‘ o v A
1. dwnmwioienmmslaieyaneduwnaoudiueiiadminolulsinalng ussduas (deciare) undanda
o G p- ¢ - o W LY ] a
1.1 lwéngnstunadeudsue me.2 ne.3 ne.4 ududnsdl)
1.1.14 lunsdindueindaludsznelng nanod no 2
A o o A ' &
11.2 ‘lunsmmﬁummw'uwamsummsq naudi ne.3
1.1.3 luns@ndugmindhanndradsaina wanuds ne 4
1.2 lummamwmuzmm .1 w3e .1 vesEnfilanaTIn witungazdsavatamInuu mINTaINE ariue]
mu'mm'n affouly (finished product specification) LLa.,'uam%uﬂﬂmmwmao'mn@u (Drug substance
specification) nsmnaurmwmstﬂauuuﬂmurﬂmwmmmmamumanmsmamtmmwmmmwamﬂm (8.5)
N30 finished product specification
2. AN TIUIBINNTFIUMIHEAL
2.1 nsdifigmdalutszmalng guiadasiidumaminenifasusesnaspunsiasaunsninmst
3§msﬁ€1'1umsw§cvmwaans:mwmmsmq-u (GMP %32 GMP/PICs) lunanaufiiauaang

22 nydifiiugningrndwtlsame fuiadasfifuuanwinomiifesiseanasgunissdagna

wé’nmmﬂ?ﬁmsﬁﬁlumswﬁmmmaoﬂszmmj&q&‘m Certificate of pharmaceutical products
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3. fumnwdislanaguanwM eI Riaua TN
3.1 Namsmm’;mﬂ:ﬁﬂmmwNﬁﬂn”mcﬁmaqﬁwﬁm (Certification of analysis) 'lums'uﬁﬁatﬂm?‘mzm
3.2 Wansarndiensinanwiagiu (Raw material) vasirnddyRlslumsniae m-uamwamm
ua*wnam’mnﬂumﬂummmnu ussludwdennuendaetefiss waasenassues) dosuaninisnsaansd

qmauunmamnua ) USP 35

1. Yinmudaedney 97.0 - 103.0% of Desoximetasone (calculated on the dried basis)

2. Identification ATIY

3. Melting range 206° to 218° (the range between beginning and end of melting dose not
exceed 4°)

4. Specific rotation +107° to +112° (Test solution : 5 mg per mL, in chloroform)

5. Loss on drying NMT 1.0% (at 105°C)

6. Residue on ignition : NMT 0.2%

7. Heavy metals NMT 0.002%

Viauma  NMT = Not more than

4. diananadaddsaiagnnagnetas 3 WgUTIIAUA Fududunuuaasmoaziualdasudaumuditmue
lunade qmanﬁ'ﬁﬁﬂﬂ T96n
5. mﬁtauaﬁaotﬂumﬁu‘%ﬁmﬂug‘”uﬁw?avj’unuﬁmﬁw (UHAIIBNAITIUTDY)
6. msﬂszn"uqmwwmﬁa’man (wanaslanaIn1Iulsenny)
6.1 mwaqmﬁdwawTaa'l&iﬁaﬂn'i'l 12 1Haw WUNIUSINAL
6.2 m‘nmmnamau amaammmewmﬂ‘lumiawamsmamLﬂﬂmmmnawaumawwaﬂ
6.3 'lunsmmmnswmsmmsaumar.mmmwamwammammsw.mmmw wWilgnTnTsiniFe
s”awamamamTﬂﬂg‘mﬁzﬁl:maoaomquanmummummuswmsamswams’\:nLm:Lﬂugmwmaumlmm
lunmanslinnsiamnin 'lunsrﬁ‘ﬁ'wui’lm"l;in.ﬂu‘lﬂmuqmé’num:mm: u?ﬁ'm:m"aaﬁ'lmq’uﬁnﬁmlm'ﬁ:vﬁﬂ
nasgmdsneulilsamenns Taglifadldiole 9 nelu 30 Swiuaniuilésuudinnlsmeusuazve
amuﬁn%‘laﬁuﬁmsmmﬂauaﬁmmﬂ"ansinmaoﬁjwua:m?a;jwﬁmluﬂ{wia'lﬂ
6.4 :jm’ma:e?ad%’uu.ﬂswy'uﬁam'l.na”wuﬂmq wialaiiensfanamwnandivue
7. \aNEIAUY
7.1 FUWILAAIHANTIANEIAAUAIAITBILN (Stability data)
7.1.1 nnsdifunadeuswnannnii 2 9 ssdasfidwmwinonanisiingn Long term stability aaifigin
wadulunzdouganuaes
7.1.2 lunsdidunafonsnantasndy 2 9 wxdasddunmmuienamsin A unsaTesn i
Waudnlunsfougnuuaes ua:‘loﬁ'vmsmmu%‘maotanmsmnQﬁé”nmruaw?ﬁ'ﬂ

mnoweg 18N
1 = The United States Pharmacopoeia 35
2 = General requirement V8INFTASL&ATU Finished product EiJLI.‘lJiJ Cream, Ointmeny, Gel, Lotion
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i’l&lmiﬁ 6 Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg
Unit Dose Vial for inhaler, 4 mL

muﬂsznmﬁ'wi’ﬂquaﬂ%mﬁ

Zamn Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg Unit Qose Vial

for inhaler, 4 mL 1

anauiana
1. Lﬂumm:mﬂladwm"ugwiumoﬂﬁn %%a Solution for nebulizer
2. 14 1 Unit Dose (4 mL) Usznaudisaien Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg
3. usnlummuzussyendasiin dmiuldaiadies (Single dose) ua:uﬁqﬁmﬁﬂaoﬁ'uum
4. 8Ny - Fopn dutlsznaudI I AgUATANALSY Tunde 'i'uﬁuumq wufinde uaziaenadon
diuen Madedaauunussasioe
- umwmnmﬁﬁuﬁam au”mﬁauﬁawxq%am FUUTNAUAWNFENTY ANAULT i’»ﬁ‘a‘?&mq
WaHaTANAR

Qo a1 ' . & o W 4 ) v -
amdmniamonana (1 Official luindsdnsu USP 35, BP 2013 Geamenysunisy Widuenassredslu

MU IUIANIZYBILN)

1. YSnmesendngy 190.0 - 110.0% of the L.A. of Ipratropium Bromide
90.0 - 110.0% of the L.A. of Fenoterol Hydrobromide
2. |dentification m’mﬁmmuﬁszq’lu Finished product specification
3. pH mnmumuﬁs:q'lu Finished product specification
4. Volume in container/Extractable volume GI‘S'J%N"mm'lu'?fizlﬂu Finished product specification

5. Degradation impurity/Related substances Wi’aiwhumuﬁs:qlu Finished product specification

o o
Ronludw 9
o ' % & a o s A o . o A
1. mm’wmwmmanmsms"lmuaq.zyﬂmmmmuumsmmw adwmineludsemeng uszdues (declare) undinda
o s & a o @ [y . ot
1.1 lwdagymstunadaudsue mo.2 ne.3 no.4 ududnsd)
1.1.1 lunsainduennedaludsanealng naunads ne.2
A o w A f a
112 ’lunsmmﬂummmlwamsummsq w8 ne.3
1.1.3 lunsdifidusnhudranndrstssine wanois ne.4
° X P o o o a @ o P
1.2 ludetunzidouen ne1 wis 8.1 vasniauaTa wiaunanisavad ANIMUANA AWK AT
& a v o, ., e . ¥ o a a
aunvunzidould (finished product specification) HAZUBNAURAUNINTBINNYAL (Drug substance
specification) nstinagi wnimaLAsuudsun loRadarsdauuuenamissuwnnmmwanamsuaud by (o.5)

UIW3aY finished product specification

(A9) o
(W8dRad Ne&ITT) \ -
YL R Y nIINANT O 1) e, N3NNI
(wngiadien fansud) (WNEMINTT ngyandan)
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2. LANENISUTAINIATTIUNATHAALN

21 nsmnmuaﬁ‘luﬂs mr-ﬂml Nwa@mawml.mmwmwmaasusaommmumwammmummnm‘n
'Jﬁm*mﬁ'lumwﬁelmmaanssm’mmmsmqm (GMP VED) GMP/PICs) 'luvm’mmmauamu

2.2 nadiidweingrondwdsana griadasliduimmuiianifesisasnasgumndssaiy

nﬁ’nanfvﬁfmsﬁﬁ'lumswﬁwmmaoﬂ‘szmmjwam %30 Certificate of pharmaceutical products

J ¥ d' L LAY =] L4 I3 1 s
3. mmauamaovﬂum"numwLﬁugwammawmui\mmr.l (LFAILBNFITTUIDY)

4. WWIMINTIBLENTIN AN BIAZTBILNALEUDTIN

a a [ o . : . s [ «
41 Namsmummﬂ*ﬁﬂmmwwamnmeﬁmaoﬁwaﬂ (Certification of analysis) 'lumsunaotﬂumama

42 Nﬂﬂ??@l?ﬁﬂ?tﬂ?’l’“ﬂfﬂﬂﬂﬂ’]ﬂﬂﬂu (Raw material) maemu’mamﬁh’lumswamm YN'I]ENNNRWU"I e

Nwammnﬂumﬂmummnu ua.tﬂusummnummammm (metanmssmao) maauammsnﬂamu

ﬁmauunmamaumm Igratroglum Bromld

ﬂmauunmamﬂua ;

BP201 3

usP3s

1. S udendnny

99.0 - 100.5% of Ipratropnum bromtde

(anhydrous substance)

98.0 - 102.0% of Ipratropium bromide
(calculated on the anhydrous basis)

2. ldentification AT AT

3. Appearance of solution | #373H 1% -
4. pH 50-75 50-7.0

5. Impurity A By Thin-layer chromatography NMT 0.1%

:NMT 0.1%

6. Related substances

By Liguid chromatography
-Impurity D : NMT 0.05%

-Impurities B,C : for each impurity,
NMT 0.1%

-Unspecified impurities : For each
impurity, NMT 0.10%

-Total : NMT 0.25%

- Disregard limit : NMT 0.03%

- Ipratropium related compound C
: NMT 0.10%

- Ipratropium related compound B
: NMT 0.10%

- N-isopropylnoratropinium bromide
i: NMT 0.10%

- Apo-ipratropium bromide
: NMT 0.10%

- Any individual unknown impurity
: NMT 1.0%

- Total impurities : NMT 0.25%

(Wugiation faesud)

7. Water 3.9% - 4.4% 3.9% -4.4%
| 8. Sulfated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
10.Heavy metals - / NMT 0.001%
(L) S E ..................... UszmuanenIsunis

nIuNg

(WWIMWBT ngyaniaid)

wihii2imunsfle_yailA09/2558



vangme 1. infrdiufletedsdeaduatufiisurivielning ns@lifsuriudduldenudssmensenTmmsmay
4 o o !
1389 2y BidudugesRilsresnninssumslsznaasane

a_ v v oa o o @ o Y 3 XY - . a
2. wammmaauqma&m“émomﬂuﬂ ANIDNINNNFTA VAV VALINU m'lmmn:muunaﬁwumwuﬂnwnmms
2INTUATEN ﬂS:"/ITNﬁ']F’ISMﬂq’U

Qmauﬁan'wlnﬁﬁmlaa Fenoterol Hydrobromide®

G, -
AndgIUanNIinana

BP 2013

1. USinudendegy

99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)

2. Identification ATV
3. Appearance of solution ATIHU
4.pH 42-52

5. Related substances

By liquid chromatography

-Impurity A : NMT 4.0%

-Impurity C : NMT 0.3%

-Impurity B : NMT 0.2%

-Unspecified impurities : for each impurity, NMT 0.10%
-Sum of impurities other than A : NMT 0.3%
-Disregard limit : NMT 0.05%

6. Iron NMT 10 ppm
7. Loss on drying NMT 0.5%
8. Sulfated ash NMT 0.1%

HRUYUIKRA  NMT = Not more than
—

5. a9

@ Ve ' ' ' [ ] o v
51 gtauaﬂm ﬁ'aoaamamamama%n 3 “u’lﬂﬂﬁ?ﬂm‘ﬁ mtﬂumuﬂuuamﬂuanﬁa@'lﬂ

Y o o o o wa o v
ﬂfUn’Ju@]"Nﬂn']“uﬂluﬁ?maﬂmauﬁﬁﬂ?‘lﬂﬂjﬂmu

6. NMILIAUNUMNEAFINBY ( UAAILBNENINTTUYSENN)

A 1 [} 4 a v 1
6.1 mqmaoarmmuauﬁ'aﬂuﬁaun’n 12 1@a% RUINIUTINAL

6.2 yMnNAfsEIaY a:ﬁ'aadaﬁummwziw‘lu%’maawamsmam’:mﬂ:v\'mjuﬁdmamaog«fnﬁm

Py o e ' - a4 a ' o
6.3 luﬂim'n“unUﬁ’ﬂﬂ']?ﬂ'lﬂ'ﬁq&lﬁ'laﬂqd El']‘ﬂaﬂualllwaﬂ\'lmi'rﬂ?lﬂi’l:v{ﬂmn'lw HWWIHITNITIZN

mﬁaﬁas”awam"':as.i'mmIﬂf_l;}mﬂa:@?’aoa'amLﬁuSnmuﬁﬂmuﬁﬂms_m'nmsa’mﬁﬁmﬁ:ﬁ'uanﬂu

v a ' n a o f ' a P o
gsuwwnaum‘l'ﬁmU'lumsmammﬁ:qummw 'lunsmwwm"em'l,uLﬂu‘lﬂmuqmanummmz U3unazdag
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hmniuindalnifidmnasgussnsulilane s lagliadnldinela 9 molu 30 Fuiuanndudldsy
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9 & s i A b A
6.4 HJ1uaTe E]ﬂ?UliJaU%UWL&laﬂ’llﬂRﬁ&lﬂﬂ’l
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A
7. LaNETOUY
7.1 FUUUIAINANMIANIIATINAIAIUDIEN (Stability data)
ad o ' v el s ol
7.1.1 Wnsddunafousauminnia 2 9 sxdesfiduwnnndronanisdnm Long term stability a3fl
A a a -
funudnlunzsidouenanuaag
& A Y ' T ' a ad
7.1.2 lunsdltunzifonenantasnin 2 0 WHABIT UMW IR MTANHIANUAINIVBIENAUTIE Y
Wwadnlunzidouenauiuaas Lta:"l@ﬁ'ummomu{mauanmsmn@’ﬁé’ﬂmwaan‘%ﬁ'ﬂ
P Ay 4 % ¥ A = Aaa w ! A A H
7.2 nathduen lilgenduuuy dalinurmumstinmmadinluginlsanavia maqumuTﬂowaa ,
TagnanisAnmdasdussinininnissnsiuazaadseans liddasninnisfinsivssonduuuy wie
ﬂuo'mmsﬁnmmmﬁﬁnlu;jﬂ:ﬂ'[ﬁﬂmuﬁ@ 'n?alsﬂqaaumawaatﬂ%‘umﬁvuﬁ'nmﬁ’mmu Taunansdnm
davddssinimwnssnmuazanutasass liuand s neawuny

BaNoIng : 8989370
1 = General requirement V8ILNRTAITUAINTY Finished product gﬂuuu Solution for nebulizer
2 = British Pharmacopeia 2013
3 = The United States Pharmacopoeia 35

(wwgiahion fanstud) (WHRIWTS ngyandant)
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YA IAAUANHUIANITURUNYIANAITNIIOATE LT AT EN
182 A09 /2558
8NN 7 Latanoprost eye drop 0.005% , 2.5 mL

muﬂsznwﬁ'mi’mqumwmﬁ

Zam Latanoprost eye drop 0.005% , 2.5 mL

anssaianalyl
1. dumsarmouneendela Wid dmiuldwsaann
2. 1w 1 mL sznaudedlen Latanoprost 0.05 mg U3unas 2.5 mL/MTUSUITY
3. msq‘lum’ﬁu:wmaﬁnﬂﬂﬁmm%a dmsuntaam LLa:nﬁqﬁ'msvfﬁaaﬁ'uum
4. aanazy - Fown sruilsznandanimaguazanunss Tunae 'S'uz‘ivumq Wwfinda uazinsadoudiiuen
170 gNTARUURLTIIA A
- UUMITULTINEN atwadi aos:q%am fulsznaudendIng ananss 'Tu?«vumq uaz
WUANER

- iTannuudnfanlvdauiuein 2-8 asaaaifoa UuuTIIATMInTamMIuILITIN

» “ o w o P
" (I official luin@énsunavas usP 35, BP 2013 Feamenssumy Flums

aa a 1
ARdIUaANMIINANA (

I UANHIANIEVBIL)

1. USnmaasndngy 90.0-110.0 % L.A. of Latanoprost

2. Identification mmvhumuﬁi:qvlﬂu Finished product specification
3. pH msaﬂﬁﬁumﬂuﬁixq‘lﬂu Finished product specification
4. Sterility mi’:ﬂﬁhumuﬁi‘:lg‘lﬂu Finished product specification
6. Preservative effectiveness m’aiwhumuﬁi:qvl’ﬂu Finished product specification

(Multiple dose)

7. Deliverable volume (Volume in container) mdilmumuﬁi:qvl’nu Finished product specification

8. Uniformity of content mmmumuﬁszq‘lﬂu Finished product specification

o 4
Ranludw 9
Iy 1} L A‘ = 3 Lod A ° ] o
1.mt.mmwmmanmsms"lmumg,zymwml,uuumsuml,wamﬂmﬂ’luﬂs:mﬁ‘lﬂu uaz& A9 (declare)
URBINEN
o O & P o [y v P2
1.1 lwdagmsiunadouddue mo.2 ne.3 no4 ududansil)
Al a a
1.1.1 lunsdindusninialulssindlng nunufis ne2
P o v A ‘ P23
1.1.2 lunsdifdugnituduianisudoussy nanede ne.3

1.1.3 lunsdifidusiidransedsane naned 4
[GRRT2) YR oo ST UszuAENITUNTS
(WBIRad Aedsr) \\\N
P
D) P é‘\/ ............................. nIINNNT TR E1) N R nIINM3
wwyinfien Aeesmd) (WHEINES ngawiani)
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1.2 ‘luﬂwamuwﬂuuum ne. 1 vasENAERaTIAN wsauswa*tamm'ﬂamsmuquﬂmmwmaa
wianuwiaafdunzdowls (finished product specification) nmmam*mwmnﬂawuﬂa*uﬁ‘lmmeml
a.maauumanmsmamtmmwmﬂmﬂauﬁ'lmmwsau finished product specification
2. LlINATTUTBINIATFINNINA LN

2.1 nstingmansanalng grAadaslidunmwinemiifesisssanaspumndasnammsninost
aﬁn'ﬁm‘ﬂummammmaunsmsummima’u (GMP w38 GMP/PICs) lumanaenfiiauasne |
22 nﬁmmﬁumu’ummnmaﬂszmﬂ griadasdidummuiianiafesisesanasguminiaay
mi“nan‘ﬁﬁﬁmsﬁﬁlumswammmauls:mﬂg{wam W39 Certificate of pharmaceutical products
3. mﬁmuam”aoLﬂumﬁu%ﬁmﬂmjwﬁw?a;junui'i“mmr.l (LWAILBNRTITTLTBY)
4. ﬁ'nmn'iwrhmanmsqmﬁ’nummaamﬁ'mmﬂm
4.1 Namsm’mﬁmsvﬁﬂmmwNamﬁ’m‘rfmam’nﬁm (Certification of analysis) ’lums‘uﬁdmﬂuﬁ‘mma
4.2 HEMIATIUATARUNMWIAYAL (Raw material) mmmmmﬂmmﬂunwwamm MIIHAAN  uAs
wwammnﬂumﬂmummnu LLa-Lﬂwsummnnmmamo‘nao (LRPILONITILTRY)
5. 2881981
5.1 fllanesAn dpdsdatnietheiey 3 WhguTIIAMed Fududunuusaimeazifoaldnudau
aufitmualuwad; aqmauu"?ﬁﬂ”‘a‘lﬂ'ﬁwﬁu
6. msﬂs:ﬁ’uqmmwmﬁdouau (Fusasianzsmissudsenu)
6.1 mﬂ'uaomﬁdmam\"aavlaiﬁaun'h 12 1fa% NUMNIUFINBY
6.2 mnmm‘nawau a*maoaommewms.v'lmusamamsm’ammﬂmmsuwmuau’uawwam
6.3 'lunsmﬂv\mvwnmsmmsaumamomwamamwaamnmmﬁ‘*v\ﬂmww whaTsMIIzivhaie
sawamamam‘[ﬂumnm,maaaw’uwuanmummuﬂﬁmuswmsamﬁmLﬂﬂ:ma%ﬁumwmau
dlsielunsanaiianzigunn 'lunsmﬂwm'lm‘luLﬂu'lﬂmuﬂmanum.mm- usummaaﬁ'\mmnuam
lmummmmmuamau'lw"[sowmma laslidadld91ola 9 nelu 30 'munmn'mn‘lmuu'«JW'm
TsowmmaLm:maaa’maﬂﬁ(lusuwmsmmﬂauammmmnmwaagmwua:msagwadumma'hJ
6.4 ;jmm:ﬁ'aa%’uLﬂﬁwmtfiam‘lna”ﬁuﬂmq wiallaiianndansmmdandsznsle g new fmua A&
URAILBNAINTTLUTENW)
6.5 NM3vadsNABInILNNMINT 7l 2-8 s9mTALFaT WUL Cold chain  system Aldurasgiuana
Waninowy GDP (Good Distribution Practices) lasuaasianansysznay
7. lanmsiug
7.1 FUUIWRAINANITANBIAUAIRITBI8N (Stability data)
7.1.1 Wnsdidunadonsnunannnii 2 9 ssdasfidunmwinenantsanen Long term stability au#
fuRudulunsifouenanuses
7.1.2 lunsdidunadougnantasnii 2 9 AT IUWI NN ERANSANBIATIUAIRIVRILNMUTE Y
Wadnlunsadouenuuaas Lta:‘lﬁﬁ'umsmmu%'usauanmsmn;&’ﬂé’wmwaw%ﬁ'ﬂ

naneng : d9dinn

1 = General requirement Y83LN§¥dSudMILENIULLL Eye Fations
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T892 HAATAN BRI URUNIBIDNEITNITIADBIN T T ZN

318n1N 8 Piperacillin 4 gm + Tazobactam 500 mg for injection

ANUsENIAIININ auanus1h

Ui A0/ 2558

Baan Piperacillin 4 gm + Tazobactam 500 mg for injection

Amaniana

X a & a P . o o o
1. LﬂumUﬁﬂiﬁﬂi\’]ﬂt’ﬁﬂﬂ’]']ﬂdﬂﬂ’)maadaau FIRTUAA

2.1u 1 Vial 1Usznaudasdaen Piperacillin sodium ﬁawgan”u Piperacillin 4 gm

Tazobactam sodium ﬁlaugaﬁ‘u Tazobactam 500 mg

=l ! -3 L 3
3. ussq'lum’nu:ussqmaﬂﬂﬂﬂmm’ﬁa’nuﬂum type |

a ! o & v A . & 4 a o o
4. Qﬂ"!ﬂﬁ:l‘{ - BB ﬁ?%ﬂ?:ﬂaUﬂV’JEl"lﬁ']ﬂﬂJLLG:ﬂ')’]&lLﬁd TUNRA TURUDY LRVVINGG waztawnzidoudisuen

192 ENTAIUUULTIYITAN

. A U a o ar Q Av
- uumwu:msgmﬁﬂ ﬂﬂﬁdﬁaﬂﬁﬂﬂﬁtq’ﬁﬂﬂ'\ muﬂs:naummmﬂty AIUUTY 'JH&‘HE]"IE!

Uzl TANEa

amguvamManana’”’

amsiamManaia

USP 35

1. USauasndng

90.0 - 110.0% L.A. of Piperacillin
90.0 - 110.0% L.A. of Tazobactam !

2. Identification

ATIHU

3.pH

50-70

4. Bacterial endotoxins

NMT 0.08 USP EU/mg

5. Sterility tests

AU

6. Related substances

- Individual impurities :
- Tazobactam related compound A : NMT 1.0%
- Piperacillin imputiry 4 : NMT 1.0%
- Piperacillin imputiry 1 : NMT 1.0%
- Piperacillin related compound A : NMT 5.0%
- Piperacillin related compound C : NMT 1.0%
- Piperacillin imputiry 5 : NMT 1.0%
- Piperacillin imputiry 6 : NMT 1.0%
- Any individual unspecified impurity : NMT 1.0%

- Total impurities : NMT 5.0% (vhinu piperacillin related compound A)

wugiaton faasmd)

(wrgd1ea9 AedILIY)

o \5\'\
................................................ NIINNTI

(BIBB) oo, n3ITUNI

(WHFNINET Ny awiant)
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(94

amaniananana (da)”

ammiaManaia J USP 35
7. Water NMT 2.5%
8. Uniformity of dosage units AT
9. Particulate matter AN

-awa > 10 pm livfin
6,000/container
- 19 > 25 pm Ml

600/container

10. Constituted solution ATIINY

a_ w

RUUA mawﬁ'lsuv‘ﬂ'ﬂmmw aﬁLﬁuQ‘UU“ﬂt‘ﬂUULY[’M?EJI‘V\&IWN nydilad Wi umﬂu‘lﬂm&lﬂnmﬂnumnmmmmj

[V A%
Liad 5~']J6hﬂﬂ’) 'l.wunuﬂauwuwaqﬂm.mmmsﬂsvmﬂﬂmm

Gowlydn g
1. ﬁ’ummwrhf.ll,anmsmsvlﬁ%'uagmw'mﬂfuw:tﬁuuﬁ'ﬁumLﬁai‘hﬂum‘luﬂszmﬂvlm uazd R (declare) UNEINR®
1.1 luidmsiunadoudive me.2 no.3 noa wiIuenTdL)
1.1.1 1unstﬁﬁﬂumﬁw§®1uﬁszmﬁ‘lﬂu wupd ne.2
1.1.2 'Lunszﬁﬁl.ﬁumﬁ'lw"'uﬁammﬂoussg nuefie ne.3
1.1.3 lunsdiiduenighanenadsane nunsds no.d
1.2 ludmatunudouen o1 vio 0.1 vasnfiauenm wiowmosud AVITEMIMUAUNAWIBINT AT M
mumuﬂ%uau‘h {finished product specification) LLa'“mamnuﬂﬂmmwmmmnﬂu (Drug substance
specification) nimmags:wmmil.ﬂaﬂuuﬂmun"'lmwumm,ﬁaouumanmsmammnmwmumwmm"lm (81.5)
W3 finished product specification
2. LlaNENTIUTAINNITFIWMTHEAL
2.1 nsdifiemialusanalng grAadasdidmnnmtneniifesuseanasgwmsnaauaunanin e
’i‘ﬁ'msﬁé‘ﬂummﬁmmmaanszmwmmsmq‘u (GMP %38 GMP/PICs) lunaaasiiauatne
2.2 nsdidingingronaysana grAnddid NI emiIReSUsaSINASIU M IHARENANY
'nﬁ'mnm‘ﬁﬁﬁmsﬁﬁ'lumwﬁmmmaaﬂi:mﬁg{wﬁm %38 Certificate of pharmaceutical products
3. ﬁummwmmanmsqmﬁnﬂmmaamﬁtauaﬂm
3.1 wamsmuﬁmﬁ:ﬁﬂmmwwﬁmﬁ'm«ﬁmaoﬁwﬁm (Certification of analysis) 1ums‘w7'fﬁotﬂuﬁ'mzho
3.2 NANTIATIIUATRAAUMNIAYAY (Raw material) maammmﬂmmﬂumwamm mmaawwamm wazhWie
mnﬂnmﬂmummnu uawtflmmﬂzrmusnmazmnaa (LHANENENIILITDY) Iﬂﬂlmmﬂ.mmnﬂu @09

LERINIIATIVAIH
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anaNiGN9INaRaval Piperacilin ®

ANANUANWINAKA | BP 2013 USP 35
1. ﬂ%mm@hmﬁ'm"m 96.0 - 102.0% (anhydrous substance) 960 — 1030 Ug/mg of Piperacillin
(anhydrous basis)
. ldentification AT AT

. Specific optical rotation

+165° to +175° (anhydrous substance)

+155° to +175° (anhydrous substance)

Water

NMT 2.0 - 4.0%

NMT 2.0 - 4.0%

. Bacterial endotoxins

NMT 0.07 USP Endotoxin Unit/mg

. Sterility test

AT

N|lo|la|lsr|lw|n

. Related substances

-Any impurity : for each impurity NMT 2.0%

- Piperacillin related compound A : NMT 1.0%
- Piperacillin related compound B : NMT 0.2%
- Piperacillin related compound C : NMT 0.4%
- Ampicillin : NMT 0.2%

- Piperacillin related compound D : NMT 2.0%
- Total impurities: NMT 3.8%

8.

N,N-Dimethylaniline

NMT 20 ppm.

9.

Heavy metals

NMT 20 ppm.

NMT 20 ppm.

wauwma 1. nssdufalethedidasduatuifisurimielndnia m:ﬁ‘l&iLﬁﬂuwhl,m'Lﬂu'lﬂmuﬂszmﬂnsxmaammsmq’u

4 [% ~a
L7389 5:1495'11’1&!’1 'lwuunuqaUwuwaaﬂm:nswm*iﬂs:mﬂ'nmr_n

a v v oa a o  a Y- K = r o &
2. Namm@aauqmauﬁﬁmqmﬂuﬂ ABIDNDINNNFFATLRUVALING m'lmmw:muuﬁ DHIUNINUAUSNTIUNIT

IWITUATY ns:mvommsmqm

(1.2

AMANUAIINARAYDY Piperacillin sodium

amananwinaha : BP 2013 " USP 35

1. ﬂ?mmﬁ":mﬁwﬂ"ty 95.0 - 102.0% (anhydrous substance) 863 — 1007 pg/mg of Piperacillin
(anhydrous basis)

2. Identification ATIWU ATIWU

3. pH 5-7 55-75

4. Specific optical rotation +175° to +190° (anhydrous substance) -

5. Related substances -Any impurity : for each impurity NMT 2.0% - Piperacillin related compound C : NMT 1.0%
- Piperacillin related compound A : NMT 3.5%

6. N,N-Dimethylaniline NMT 20 ppm. -

7. Heavy metals NMT 20 ppm. -

8. Water NMT 2.0% NMT 1.0%

9. Bacterial endotoxins NMT 0.07 IU/mg NMT 0.07 USP EU/mg

10. Sterility test AT a3HIU
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AMINUANMIINARABI Tazobactam

anaudanmaia

USP 35

1. Uhnmdmddy

98.0% - 102% of tazobactam (anhydrous basis)

2. Identification ATIVIU
3. Specific optical rotation +160° to +167° (t = 20°) k
4. pH 18-2.8
5. Bacterial endotoxins AU

6. Water content

NMT 0.6% (anhydrous form)

NMT 2.2-3.8% (hemihydrate form)

7. Microbial enumeration test and The total aerobic microbial count : NMT 103 cuflg

specified microorganisms The total combined molds and yeasts count : NMT ‘IO2 cufig

8. Related substances - Tazobactam related compound A : NMT 1.0%
- Any other individual impurity: NMT 0.1%

- Total impurities: NMT 0.3%

9. Residue on ignition NMT 0.1%

10. Heavy metals NMT 20 ppm
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7.4 n3dtlilseduuuy dsaunumesunisinusmaendiin Clinical trial) (W3guiisuenduuuy unssnw
Nﬂ?ﬂﬂﬂﬂl'ﬁﬂl%IiﬂWﬂ’]U'la (Nosocomial infections) lasuaasiszanniwlunisinmnlidas lunirenduuuy
uaslimsfunlunsmsmansunndiidefiold wia Fnoeunsinsmendan (Clinical trial) tun135nwn
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7.5 nunumsdnmnanudiiuldvasnisusnisen Piperacillin/Tazobactam s'wn"umniiu Aminoglycosides
17 Amikacin L8z Gentamicin HIWMN9 Y-site @atinsUnaanit IsuYinUg g wLLLLAS fimyszydayaniny
wnuldluenasinuen ,
8. fnpdasmiuayu Sensitivity disc 489 oxoid lﬁﬁ'uTSJWUﬂmamaaﬂawqé':ytyw (1 URAILBNENTIUTBIMIIIIAYL)

RANEINAG : 82989970
1 = The United states Pharmacopeia 35
2 = British pharmacoposia 2013
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Vancomycin HCI 500 mg for injection

Hom Vancomycin HCI 500 mg for injection
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1 1 Vial Usznavda ga387 Vancomycin HCI BIFVUANY Vancomycin 500 mg
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2.3

AMANIAMImaia

~BP-2013

USP 35

1. USanaarndeny

95.0 - 115.0% of the L.A. of

90.0 - 115.0% of the L.A. of ‘

Vancomycin Vancomycin
2. Identification ATIIHIN ATIINW
3.pH 25-45 25-45

4. Related substances

3% Liquid chromatography

- The content of any impurity

is NMT 4.0% and the sum of the
contents of any such impurities is
NMT12.0%

- Disregard any peak with an area
less than of the principal peak

: NMT 0.1%

- Any peak other than the main peak
: NMT 9.0% -

5. Vancomycin B NLT 88.0% NLT 80.0%
6. Constituted solution ATIVHY ATIHIN
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AmFNIAMINaRA 123

qusuiGmemeRa | BP2013 | UsP3s
7. Water NMT 6.0% T NMT 5.0% T
8. Bacterial endotoxins NMT 2.5 IU of endotoxin/mL NMT 0.33 USP endotoxin U/mg
9. Uniformity of dosage ATV AN
units .
10. Particulate matter -9u9 > 10 pm laitAin 6,000 - W 2 10 pm LA 6,00$
8%N19/ container 8RR/ container
- YW@ 2 25 pm uiu 600 -9u1e > 25 um lWiAiu 600
a%n78/ container aunf/ container
11. Sterility ATV ATIVHU
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11.2 lunsrﬁﬁLﬂumﬁ'\Lﬁ'ﬂl.v‘wlamiuﬂwssq winwda ne.3
1.1.3 lunsdmdugnihdrandradszna el ne.4
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UN3aa finished product specification
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“é’ﬂmm‘ﬁ’fﬁ'm‘iﬁﬁlumwﬁﬂm‘uadﬂi:mﬂg{Nﬁ@l %30 Certificate of pharmaceutical products
3. ﬁ'ummwrhmanm‘sqmé’nwmwaqmﬁ'muaﬁm
3.1 HANIANTNATTRR I NNAAN UYL aEKER (Certification of analysis) 'l.um'juﬁt-hl,ﬂuﬁ"mzi'm
3.2 mamIaTRAensianWIanaAL (Raw material) sasandmenilflumnaam vﬁmaa@wﬁmm
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- qoaniannaiia BP 2013 USP 35

1. Potency NLT 1,050 IU/mg NLT 900 pg/mg (Calculated on the anhydrous
(Calculated on the anhydrous basis) basis)

2. Identification ATINY ATWU

3. Appearance of solution AT -

4. pH 25-45 25-45

5. Related substance - Any impurity : for each impurity, NMT 4.0% | - NMT 5.0% of any peak other the main peak
- Total impurities : NMT 7.0% - Limit of monodechlorovancomycin
- Disregard limit : NMT 0.1% :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. Residue on ignition - ) ] -

10. Suifated ash NMT 1.0% -

11. Bacterial endotoxins Less than 0.25 IU/mg NMT 0.33 USP endotoxin U/mg

12. Sterility AT ATITHIU
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7.1 FUWWIAINANIIANHIAIINAIAIVBIELN (Stability data)
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7.1.2 Wnsdidunadennnuiaonia 2 8 AN MNENENAMSANBNAUAIRIVBIENTE Y
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nngwme 8138970
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35
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