
:''r u a u rA u q q rudnucuv rav{1v

sr Ctindamycin inj boo mg/d mL

?J o{Ti{v't u'lu ra dr ul,t.t n {q,:

o. n?1ilfi0{ln1l u't Clindamycin boo mg/d mL solution for injection/infusion, d mL vial

siluru do,ooo viats (GPU : ddens"/bc()

u. innil:varri f ad o v v 
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u'r! n%?uv ff 1y:u : nul n1 : FlFl tu0 [uillJ? uflU

r{J uur d nrfr n a'l:n va r ulal :r n ryr n udo

il:vnou6'rufr'rur Cl.indamycin boo mg turJSlrn: < ml.
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d. nrudilf6il1{rilnfin
I

zuan1:n:?eirnr:rvr,iqrunlv\rtJuhrrr:t Finished product specification [[av Drug substance
.. Av o v o v v d - A lv d I o v

specification frdxdrolnLnd'rigi1Y!arilrpt=errriu frr.Lploovtvrfluusior{rrln{1unilvn::ilfl'r:o1141:
Y, X - o - Aqvv a v dt v ! a | 4 6l | |

ttnvu1 n:syl:?.1ff10't:ilq?J ?1{u tflalJrl1:u1111J0'r{0{Fr0{t1JuflulJlltvrulj[vI114:0[14tJfl?1il1Fl:s',]U
u o v q o v imarnl:ljLnnl:uilfi{ nl:JrJ:vn16n:v11:?{4101:{ua1 ttor :vusi'r:lu'l v!.FI. bddb aliufi oo,'

LrJ191uu il.fl. teddb (nrlu:rtfioalurunu1 fufi oo friluruu bddb)

d.o Finished product specification: Ctindamycin injection, USP md

t)
lJO Test items Specifications

d.o.o ldentiflcation Meet the reouirement

d.o.b Assay do.o - olpro.oolo of the labeled amount of Ctindamycin

d.o.en pH d.d - stl.o

d.o.d BacteriaI endotoxins Not more than o.dd USP EUlmg of Clindamycin

d.o.d Particutate matter

- Size > oo pm

- Size > bd l|,m

- Not more than booo partictes/container

- Not more than boo particles/container

b/d.te Drug...
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d.lo Drug substance specification: Ctindamycin phosphate USPend

t)
lJO Test items Specifications

d.b.o ldentification Meet the requirement

d.b.te Assay Ctindamycin phosphate contains the equivatent not

less than e'/dd mcg/mg of Clindamycin calculated

on the anhydrous basis

d.b.en Crystattinity Meet the requirement

d.b.d pH (in a solution oo mg/ml) en.d - d.d

d.te.d Water Determination (Method l) Not more than b.oozo

d.b.b SteriIity test SteriIe

d.b.6'/ BacteriaI endotoxins Not more than o.dd USP EU/mg of Ctindamycin

(The tabet states that it is steri[e or must be

subjected to further processing during the

preparation of injectabte dosage forms)

d.le.d Organic lmpurities

- Lincomycin phosphate

- Lincomycin

- Clindamycin B phosphate

- e'rr-Epicl.indamycin phosphate

- Ctindamycin en-phosphate

- C(indamycin

- Any individual unspecified

impurities

- Total impurities

- Not more than o.oolo

- Not more than o.do/o

- Not more than o.dolo

- Not more than o.d7o

- Not more than o.enolo

- Not more than o.&o/o

- Not more than o.o%

- Not more than d.o%

143J1Ut1491:t

o. n:rfifiopryrvr"fiuuur6'{n1:riu (waive) n1:rr:?{flouitn:rvvinr:tn lfr'dutofla1r
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drunt (Decl.are) uurirrudsl

d. o. o h: rir dcp nr :duvr v it u u e{r iu u't (il eJ.lo yt u. en ?1 u. d ud'l usi n: 6fr )

- lu n : rfi fi u{t u u r fi zu a^ n"[u il : v rv ntr u (v r r u n*r vr u. tc, )

- lun:rifi r{Juutir rdr ufi o nr:uilqr::E (urr u fir vr u.sn)

- lun:cfi fi r{luuldr rdrrr n rirrl:v r"vrt (v:r1 u fir ru.d)

d.o.b turirrot'uvrvrl'uuur yru.o/u.o torurfirauo:'rFr1 nYor:ruav16uoni'rdonl:n?uqlr
a v r A& d ,-. ., v o u ,€\

nilnlflro{r.la=nnruvr nrltfrfluyrvrttru (Finished produd specification) uavdoriruuoqilnlilt0linq0ru
t'

(Drug substance specification) n:rifioqj:vu'j1{n1:r,rJ6uuurJaluuri'ttrfirrfr:r ou6'0{uuutonff1:

r{rrumrnrirunl:flortffh (u.e)lrvrfol Finished product specification mun4io Drug substance

specification lqurorfitrriouiurJ:vnlnil:vn?o:rnrdtSnvr:ofinri uavtilrfiu to fl ru iutJ:vnrrt

il :v nr pr:r nn 6 rd nvr :0fr n d

d.b [ona155u:arurn:d1un1Tr{ens1€

d.b.o n:fiurfizufrnlurJ:vuvrntuu (2fin6'orfiriruurnrvrcirurarirfroiu:o'ril1rr:g'tunr:2finu't

nuyd'ntnruc{$avi6nl:fi6"[unr:2frr0. Otr-olC/S (PharmaceuticaI Inspection Co-operation
\<drqivr

Scheme) 14:or?ruurvn t0{n:vil:?{41f,'riilqr turiil?flu'rvrtduollu flu!414fl n1il:4ufll:nl?Qffou

Tpr ufi zua nr:ir:orfi riurj:v nr nl :vnrpr:rnrr6 u5 nvr:ofi nri

d.te.te n:dfilfluurdrr{rotnrirril:vrurt ni'zuanplorfir{rturnrrrirurarirf,oir:o{}.J14:q1uu4

nr:zu6nrlrm1wra-ntnruviuraviEfidlunl:zuAnu1 GMP (Good Manufacturing Practice) nrurrr:grul:'l{'lu
Azlvvo4
fraoflna'oln'urloriruupruTonqratrurorrJ:vlvroriul rtiu US cGMP, WHo mu:oun1:Fl:?odou
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rer urJ r{a n1::u:owr{urj:vn1 fi | :v nrn:r nr 6 uf; nvr:0fr nri
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d.sn [ofl 611Tq6Un1V'rgo{lu1fi lduot1nr (airrurn'rvrrirs)

d.en.o zuan1:n:?airn:rvr,i'qrunlflzufiflniruriureirrSogr,Jtot{r.rfin (Certification of anatysis

of fi nished prod uct) luutlufi ri.: u{Juo'ro dT .:

d.en.ts 2afl't:fl:?airn:rvr,iqrunrnirrqFutolrr'rurr{rrt'rg (Certification of anatysis of drug
ll

. . d6li4 a | ! r dr v I A , + , Y a u a
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d.en.sn rond1:u6oraa'nqruduriunrrl#rfi'u$:vra'jrt{unr:ruf,mtolinqdutolo'r urrird'rg

(Drug substance) {o a.*.rg ffujrlnr:arfinrorzufinnlrudurrirrSo;il (Finished product) do a.*.t
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d.en.d Lun:6uljuylv LlJ uuullJ't nn'jr to fl r v fr'orfi eir rurnrn rir u zua nl:fr nvr Long term
iJ d - q 4 ,vv v vlo av
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d.en.d lun:fiduvrvrfiuuu'ril'rrioun'ir to fl ov6'orfirirturnrnrilutJanli6nulFrxltJn{d'?to{

urnufiduufilufi:r'luvrvlfiuuurrturaqr $nv16'i!n1:a{u1}.iYlJ:o{tona1:arn{fiairurocloluS6vl
Vt

d.d 9l?ou'l{lu1
v y I v I t v I u t 4 dr w 4- -!Yd.d.o iltaUO:rnl nO'lalmf0U1{U1OU1{UOtJ en ?1U?U1,J::Qtl6UVl lJ{tUUn?[vlu:1UnvL0UFlt9l

Fr : u ri? u m u fi rir u u pr'Lu ri'r {o n ru a r rifi vr-rtrj dr r rlu

d/e..d n1:il:vniu...



-d-
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r a I o S q rd 4 t4
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d.d.d n:nirfluurfid'olrfiufnurfiqruvrqfi b-d o.ifl'rrflarfiua d'orfitonaT :uan{rav;u:o{'j'r
fi:vrunr:rfiuuasd'q6iru1r{Ju cotd chain system fitoilrn:grun1:Judn[nruq{nr:Lfiuinulur (Good

storage practice for pharmaceuticats, GSP) ttavudntn6us{i6nr:vl"61un1:6'n1i't14rjruuna"tfiru"fi

(Good distribution practice for pharmaceuticaI products, GDP)
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d.c(.o n:fiutfimuotilttiarfru[un (Original. drugs) frolfitonar:tian1tfinu1 Bioequivatence
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er. uT fieirrinilunilvn::iln1:o'r14'r:rLnuul !:vnrn'jrd'owirnl:finu1 Bioequivalence

ruiu urqlrirrfiorqnr"fiu Zidovudine (Azidothymidine, AZT) uT"Lu;rJr"r"luurfid'nulalnr:ilapnJeiou

firureirrYry (Modified retease dosage forms) r{Jufr'u
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