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q"@unu"3L@"i3"@qul  Streptokinase for injection  1.5  mu

1.    €@tll    Streptokinase  for  inj.ection  1.5  mu

2.   q"a"uufi"biw

2.1  §Ubluu                    b@uw`ulu5"@1nbs"@ami  (Freeze  dried)

2.2  d"tlsgn@u        tl5gnoufl"iumov"i  streptokinase  1.5  mu lu  1  vial

2.3 fl"u3u55q        u55qlum6usus5quia®tlsiminbs"0

2.4  @@ms8H                _    s3uq@Oui    d"tl58noumoviuiaoiflovou.bi@8fl"it5i    iovuNaon    iov"u®Oiq    i@6ufi'Naffl

iia3i@muvi3b€uuffloi5ov"iti"Ou'iiflv®i@uuuu55@,flv"`

-    uufli"u5sq@d"gr@umgroi53q@ou"€o@Om5flgrl   d"tls3nouon-1ula°1fl-fubl@g"umflllou

bis€6u@iui     L@6ufiNam    iuua"u@iu    tigr6uovfli@u
I

3.  Q"flouuorayn"flfifl

3.1.  Finished  product specification  :  Streptokinase for  inj.ection  1.5  mu
9,eye

Test items Specifications

1 Identification Complied  with  finished  product  specification

2 Assay content 90.0  -111.0  0/o  of the  stated  potency

3 pH 6.8  -  7.5

4 Streptodornase Not more than  10  lu  of streptodornase activity/  100,000  lu  of

streptokinase  actMty

5 Streptolysin The  absorbance  of the test solution  is  not  more than  50°/o  greater than

of the  reference  solution

6 Bacterial  Endotoxins
9/

uouml  0.02  lu/100  lu  of streptokinase activity
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3.2.  Drug  substance  specification:

(A) Streptokinase concentrated  solution:  European  pharmacopoeia  9.0

l   qu„@
Test items Specifications

11

Identification  test Meet the  requirement

12
Assay [ulugr@ufli|  510  lu/LJg  of nitrogen

13
pH 6.8  -  7.5

4 Streptodornase [ulLFiu  10  lu/  100,000  lu  of streptokinase  activity

5 Streptolysin The absorbance  of the test solution  is  not more than  500/o  greater than

of the  reference  solution

6 Related  substances-Totalrelatedsubstance

tallfiu5.oo/o

7 Bacterial  endotoxins Less  than  0.02  lu/100  lu  of streptokinase  activity

Moulamq  drug  substance  specificatlon  fi@15"1@1nlu§ifl51sVI`"tl"RIaon  drug  substance  VISoluiLflslgVI` drug  substance  "OiRI"ouam

ulaali3@€Uauuulfl@u°wifii6`fin"5iQ5m5i3VI`fls""Ovi""odn°"fl

4.     'ii@ulql§u

#"bau@5imon"oiaua°"im"fl'iuionais   "g@tl@¢aiufi@€osevusoibonaist®u#@°iui@   5iuagi6u®   a-ifi"

4.1.   ionai5mst®"guoufu"1VlgrSoruVI3b€uum°i5ayuuibfi@@°"ndialuu53"fltVIu    ii@3a°iii®i  (declare)  im@'qwam

4.1.1.1ua°ifl~fum5fi""3i€uuon°isevuuit®"iin'VIu.2,Mu.3,VIu"Sou.2"a"1llm'n5g@

4.1.2.1Uflal"o@"uyl3lfiuuul  ylu.1  MSS  a.1  "@quldlauo5ml  "gotl51u@313"-1"gronl5muqouqrufl"Oi

wamov"on`mtldsgr"3i€uutify(finishedproductspecification)ib@3""on°"®q"fl"iovfflq@u(drug

substance  specification)   n5fidoti5gVIiimisltlauuibtl@qiinl"ifiuiaoum"@iimua°imiionai5m5"@iLnl"

(U.5)  Oul"?Oar  finished  product  specification    ll@3/VIS0  drug  substance  specification t®86uollnlfl

n'@uiayutl53mfltls3m®sifli@banyi5Ofina`    bia3talifiu  2  a  ru  iQfutl53n"tl53m®5ifliabanyi5@fina`
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4.2.   ionai5gu5Odu"5§ium5Rlaonui
Oca

4.2.1.miduidNamlutl53i"t"Rg"ouaonmgroifii@nai5sfu5oitlims§iumswa"im"@Ovninrum`i8m5fi®1uni5

Na"l  PICs  (Pharmaceutical  inspection  Co-operation  Scheme)   1fluVlullEjmu  Plc/S  participating

authoritiesVISoaionai5¥u5oiu"5£iumswamuim"aayni"M`3Smsfi'®1un"afflui"a°"ayniiu

flrugn55tlm5o"isLi@3uim3VI5iq@i6ismq"@Qn°"flfi"utfluam"@®fl@gr@iLi@3MOu®ifiuun~u

VI@Ovnin"m`3Sm5fi'®1umswaonui  plc/s  1"tl"idiauo"  @rfu@'iq®mansoun"si@aoutfluaN@m5

gu5@iaqiovuu53n"tl53m®sim§ianyis@fim`

4.2.2.mfldi@uuiu°iifl"i@inen'iitl53"flnggrwa"groiaionai5?u5oq"s§"ni5RIaonuim"aovnin"on`3Sn"1u

m5NamuI  PICs  (Pharmaceutical  inspection  Co-operation  Scheme)   t®uvindluqlu  Plc/S

participatingauthorities@uayua'iq®mu5oun"si@a@utfluflwamss{usoiaiiovutl53mfltl5gmfl5im
-c=
@b@nvl5ofina`Vlfo@iqm@ofls"ii@griiichn5di

c,i

4.3.  ionai5qoufl"6uoiuiviiau@5im

4.3.1.w@n"5io3m5"`qrufl"amfl-"6M`uia°ii3@§tl"#givwam(certificationofanalysisoffinished

product)   1uulSuddib@uon~1ou'1i

4.3.2.wam5m5iQiifl5"`qfljfllm-mq@u"onay?ula°movfu(certificationofanalysisofdrugsubstance)VIifllu

m5waonuiSufid`b@umovi@dii"Rgw@mui
2/a

ca            a/                  d'       a,
4.3.3.ion@"5ovi@n§iuuuuufl"aovurfu6`53m'iiium5wamfloiiovonQ@u"mov"ia°iflovfu(drugsubstance)"gro

4.3.2  n"uiun"affl"oiwafflflovruayiui@°ii3@§tl  (finished  product)  fl"0  4.3.1

4.3.4.W@m5anuilongtermstabilityen@o®ali{@iq"uid@""3i€uuti"n-ua°iuern"fl"gn55uniso"i5w@3

ul  n5gm5iiai6isru@6u
Cl

4.4.   OnQ`i@u'iiui

4.4.1.#grb@u8"imgr@id"ay|ou'|<u|@u'|{ugivou3Mnd|uu55qflay"`5{bfiumov|||"||afl{5|u@3b6uflt®grfl5ufl""moufi

n°"u®|"ayi"groq"auuou@VlJittl"""gru

4.5.  m5ul53fluufl"fli"ifial"Ou
q
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4.5.1.uidd`ar@uflgroia@iqtfllfllalu"ouniil8ia@uu-u@im-udiu@u

4.5.2.uiMnmfldd`tl@"m"oqdQa°"im"diulugus@iNanism5i@iifl5"`uii"aiu@u'd'

4.5.3.mfifi`VIitiu"n"°inisdELmviou'i<uiVIa{ououifiod"5i@5bfls"qfufli"it3u"m5@3Vl°"Ov`ao9o{a,,

"ayiou'iquitflu#grbau@sifli(giviu)@3m"@qdiuiifiu6nmu@°1uiudVInd?u"m5d"sloilfl5"`lla3l@u

#u@flfloudil"giv@'iudbaui""Sin-ulun"si@5m5"`q"fl"mfifi"uiiuitalifiuwmuq"a~nu"3
i@"ig   Vlitiusiflm5"oamuaMstalgufi@isouinisiau@5miui®evin@'m"#griauosifli  (giv")  ib@3/VIS@

#"ouamluflgidottl

4.5.4.Rl"bauosmi(giviu)@8On"@igutlauuu"in@givVIu®OiqVIsobd@bfi®msia8u@fl""iuu53ni51®ih@u

no"u®tflutalfli€Out6u

4.5.5.nsdib@uuifim"oiifiu¥nuifiq"fla  2  -8  @qmiqjab@ua  on"o{fiionai5Liafliiia5guum5bfiubi@g@Ov®dqui

l@u  cold  chain  system  fitfl"u"s£1um"a-nmouen` Good  Storage  Practice  (GSP)  bl@3  Good

Distribution  Practice  (GDP)

4.6.  ionais3u|

4.6.1.mfiifiuuifion"oi@g@iuii@3/MSoiso"h@ulfl"ongr@ifiNamsanuifli"iafl"aovqms@g@"tL@3/VIS@bso

"|umovivii@g@iaon'iiiflsuflgr"bia3a@m@groinevuonai5n°in-uui

4.7.  Rgtyiauo5mi  (giviu)  8u8otllVIgrunbanaovngfuih@ufl5un°i"®   t®uw'"m"#ufl@u@im"3ns5anm5o-®@"oui5iar

5gflafulrum  |"u3ni5qflfl"d  5  ®Ovii3"

4.7.1.mdiou@msduffl5i@iifl5"`uifl"t®umou3"imams`msiL"u`VIS@Mgro€tlauv@m5dtfl"tl"5§"iso/iEc

17025wanism5io5m5"1alifiuttl"u"§""@n°i"®1utls3mfltl53nm5im

4.7.2.mc@Nam~"m`uiflfi®flayQnisunbfiufiu@""oqmamtflua°"Owmiuflfu3n55anm5@"isii@3uiluedi`ii@iruoi
I                     Effl

flitjft!1@3q}0@36Ulu

4.7.3.mfi"uSnoVliq"fl"@"amovfum`uififydoi@d"@m'Otl53aVIsfli"i@3miutl@Orfu6INgiviudt®"g"i

4.8VIndiu"ms"@amuaMslalsovufi@is""am-"en`uidatl53iev@Qni€unifiufiut®udi"-m""3m5alnis@"is

ii@3ui   lu53ugiiai  1  @fi@ui"utl53n"tl5gmflimi6ianyi5ofina`
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