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FvasdyaRANYMEIANIZE1 Clindamycin 600 mg in 4 ml injection
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1. ¥oen Clindamycin 600 mg in 4 ml injection
2. gauaNUANalY
2.1 guuuu Juansaraneunaaniae Ta liild

2.2 drulsenau  Usenausmemen Clindamycin phosphate %qauyjaﬁ'u Clindamycin 150
mg/ml

23 pusussy  UTITlunITurUSTEIanUTMaInide wuinussy 4 ml
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NamimwimswﬁqzumwLﬂfJ'u‘Lﬂmu finished product specification wa® drug substance
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3.1 Finished product specification: Clindamycin injection USP 41

U Test items Specifications
1 | Identification test m'i’aa]ciqu'luﬁszq‘lu Finished product specification
2 | Ysunasendnagy 90.0-120.0% L.A. of Clindamycin
3 | pH 5.5-7.0
4 | Sterility test ATIUY
5 | Bacterial endotoxins NMT 0.58 USP Endotoxin Unit/ mg of clindamycin
6 | Particulate matter
- YUINBYNIA 2 10 um Jlsiifiu 6,000/ Container
- YUIRBYNIA = 25 um #laivAiu 600/ Container
7 | Volume in container 100-110% of labeled amount
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3.2 Drug substance specification: Clindamycin Phosphate USP 41

do Test items Specifications

1 | Identification test m‘i’;ﬁ]ﬁhumuﬁisﬂu Finished product specification

2 | YSunausiendegy NLT 758 ug/mg of clindamycin (Anhydrous basis)

3 | Organic impurity
- Lincomycin phosphate NMT 1%
- Lincomycin NMT 0.5%
- Clindamycin B phosphate NMT 1.5%
- T-Epiclindamycin phosphate NMT 0.8%
- Clindamycin 3-phospate NMT 0.3%
- Clindamycin phosphate -
- Clindamycin NMT 0.5%
- Any individual impurity NMT 1.0%
- Total impurity NMT 4.0%

4 | Crystallinity m’aﬁ]c\humuﬁi%u‘lu Finished product specification

5 | pH 3.5-4.5

6 | water NMT 6 %

7 | Sterility test B3I

8 | Bacterial endotoxins NMT 0.58 USP Endotoxin units of clindamycin

9 | Particulate matter m’afﬂmummﬁsxﬁlu Finished product specification

3.3 Finished product specification: Clindamycin injection BP 2016

D) Test items Specifications

1 | Identification test m’aﬁl&i’mmuﬁwﬂu Finished product specification
2 | Ysunausendhgy 90.0-105.0% L.A. of Clindamycin

3 | pH 5.5-7.0

4 | Relate substance

- Sum of the areas of any secondary

peak

Not greater than 8.0%
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D) Test items (#9) Specifications
5 | Bacterial endotoxins NMT 6 IU of endotoxin / ml
6 | Sterility test ATIVUY
7 | Particulate matter
210 pm Not more than 6,000 particles/container
225 um Not more than 600 particles/container
8 | Volume in container 100 - 110% of labeled amount

3.4 Drug substance specification: Clindamycin Phosphate BP 2016

do Test items Specifications
1 | Identification test cﬂﬂﬁ]ﬁ'}umuﬁizﬂu Finished product specification
2 | Ysuneushendiey 96.0-102% L.A. of Clindamycin (anhydrous substance)

3 Relate substance

- Impurities B,L NMT 1.0%

- Impurities E,F NMT 0.5%

- Impurities G,1,J,K NMT 0.2%

- Unspecified Impurities NMT 0.1%

- Total Impurities NMT 2%
4 | water NMT 5 %, determined on 0.200 g.
5 | Bacterial endotoxins Less than 0.6 IU/mg

wuBe - NMT = Not more than
- nedifaavefoundinsdy waive) msnsvseuienzinenisle Wduuansenasvingiu
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- Drug substance specification #1519 IUAATIZIVRIHER drug substance viseludinsie
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4.1.2 ludwetunsdeu vie.1 vi¥e 8.1 veeniliaussan wieuswasBenfifeniseunuamnIn
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5. n1sUssliuAIUsEaNSAINABs1A1 (Price Performance)
nsiasaukavrldudninauin1sUsEIiuAUsEansnnsesian (Price Performance) s1easiden
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2. ANTFTIUAMATNNAAN N ATLUULAY 50 ATLLUU

2.1 M3TuTRNNATTIURAA AN 15 AZLUY
finssuseunasguransoet audeladenisieluil
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Wuendeoglu dolndonts fvlelud 5
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A. In15ANYINISTY @1 (BE)  Wersansil 20 AZHUY
1. an1fuvderiesfuRnisiivinnsfnuilusaszmesesiivangiuuansitlefuns
gausUIINAINUAMIENITUNITOIMITHAZYT NTENTNESITUAUET TddmTunsdlen
asleylual (New generic drugs) Fdunfoudaus 9 2506
2. A sAnwReadu Randomized crossover design %38 Parallel design (nyedendl
t1/2 &Mm)
3. madnidenataasinsasidusimatnsfiiquand vieiduduae wu eruude uay
816U HIV
4. Srunusheteiifnwdeslitesnit 12 au wasdudunis@nwiuuy Parallel $1uau
Frathsfidnudeslitfesndt 2 Winveauuu Randomized crossover
5. finsasivdeumIuIiITaLLaYQNABIveITliAT1zvifienly biological sample
wsoll
6. 35n15len dulvigiifunuu single dose n1slvinluy multiple dose ael4fledl
seduenludensunn vieiduen sustained release LLazﬂi’]ﬁ washout period VERINY
Falszeznanegnatios 5 wives t1/2
7. mefiuteghadendeniuetiaion 9 9 - Aeulin, 2 gataseiugdety, 3
M50V Cmax, kay 3 IAFNTAVLIANEA swezhafutaaedisauiuetelion 3 wih
Va9 t1/2
8. NaN1SVAEBY 90% Cl YaINan1avIpvesdndIuniay Parameter A Cmax, AUC t,
LaZAUCeo MU log scale vosenaniyuazendiunuy fosegluta 0.80 - 1.25 Jafieddl
BE wifiu
inausinsRansannsAneeiasuyavasen (BE) Ransandal]
1. Srhunasivndeldpg iy
2. twaveaey 90%Cl vaanansegluya 0.80 - 1.25 wiliisunasiteladends ag
foimsAnwiliundefie Gawe BE Asiflumsiaus 9 2503)
3. &l TE orange book US FDA #3a EMA 10 AZUUY
Eniimsneii clinical trial, BE vie TE Tideniendeiiilnzuuugegn
3. fimsAnwduqfifiertasiuaulasaievasen 4 AZHUY
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2.4 dayan1sfin¥AnuAsEnInen (Long term stability) 10 AuUY
finmsfnwmuasdnmenitunsdewniuen wiouienasvievdnguuaniianisAnyiaanung
anmenjuinaslasenuiindaiiauesia Rnsan fed
2.4.1 §imsAnen Long term stability way Accelerated stability mnu ASEAN Stability Study
Guidelines Tudi@mnas ASEAN Harmonization Product on Pharmaceutical Registration ’3’14“7; 26 5.Aa. 51
vnsAnwmnLAsEa e gl 3042 °C AwAUEIINS 7545 %RH g

n | Anwasunuengeiuuaan 5 U waglinan1sdinwn On-going stability Urieutidaglu 10 AzWUY

v | AnwAsunueigenuuaann 23 U uariinan1sfinen On-going stability Urieullaguu | 9 Azuuu
A | Anwasusmueigeruuaann 2 3 uariinanisfinen On-going stability Urisutdagdu 8 AzLUU
1 | Anwiasuaueigeruuaan 5 U uslifinansfinun On-going stability Urieudlaquu | 7 Azuuu
1 | Anwasumuengenuuaain 23 U usliiinan1s@nwn On-going stability UnowtUaqUu | 6 Asluu
2 | Anwpsumwengenuuaain 2 U ulaiinan1s@nwn On-going stability UnowdldaqUu | 5 Avuuu

242 §insfne Long term stability uag Accelerated stability Laiiulunm ASEAN
Guidelines lag

n | Anwesuanuengeiuueann 5 U uagiinan1sfinen On-going stability Ynowllaglu 4 AzLuY
v | @nwesusmtengenuuaann 23 U uaziinanis@nw On-going stability Unowllaqlu | 3 Asluu
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3. AAIFIUNBIUHUANS AZLUULAY 20 AZUWUY  TWRIIUIAN
3.1 wmsguiesuuans 10 AU

311 g@wanleelssuiiivesufoRnisiunasgiu ISO/IEC 17025 sun1sVIAEBUEIN
whsnufvensuluseduaina (LAC MRA Signatories (International Laboratory Accreditation
Cooperation Mutual Recognition Arrangement Signatories)) visalugdulLuy 10 Aazuuu
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A | Uniformity of dosage units

4 | Dissolution

Related substances ¥ise QOrganic impurity #38 Chromatographic

i IYN1TINALHBU ﬂ"l!ﬁﬂ ATLLUU (%ﬂ&lﬁz)
A | Assay or Potency 40
¥ | Identification

60

(Wtadumy finished

product specification)

9 | Bacterial endotoxins

i $1UASNAFDU 812 azuuy (3ovaz)

A | Assay or Potency 40

% | Identification 60

A | Uniformity of dosage units (Ydedumnnu finished

product specification)

3 | Sterility

2 | Related substances %38 Organic impurity #58 Chromatographic

9 | pH (Acidity and Alkalinity)

% | Particulate matter

‘17; F1YN1INAEHIU ﬂ'lil!LLle!Ei‘u ATLUU (%’8863)
A | Assay or Potency 40

9 | FadeSusu Finished product specification AuUsEN1AYIENINTIAT 60
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(WSufisuusiazu3e Angalamviuusi)

4.1.2 ussyieiUesiunamng niiegay (awigeniisiostasiuuas) 2 AZLUY
] aa - o & ]

4.1.3 yudlaussyegluirinidinainseyeen, Lot.No,, Judueigen ynuln 2 ATIUY

4.1.4 g fiedl imprint code vulingn Fadrasensuad (identification) 1 AzLUY
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4.2 ﬁmmg’m GSP wag GDP 5 Aazuuy

4.3 ASUSNISHAINISUNE 5 AZLUY
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