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3. guauUimamaia wansenliaszinanmduluay finished product specification As1eazdentrsansisle
wmzilvusadninnuanenssunsesLayen NITNTNAGTUGY

Finished product specification (1)

1
2
3
q
5.
6
7
8

Identification test

Assay

In-vitro drug release
Water

Triptorelin Purity
Radiosterilisation Efficacy
Bacterial endotoxins

Sterile test*

Wena

In vivo testosterone release test be performed, if necessary depending on in-vitro test result

#TIVEY muﬁ‘iziﬂ,‘u finished product specification
13.5-15.7 mg of Triptorelin pamoate

NI muﬁszq'i,u finished product specification
liwnndn 2.5 me/contianer

NI muﬁi:q'lu finished product specification
ATV mm‘i’iisu'lu finished product specification
Linnndn 175 IU/container

AT mu‘?iizq'[,u finished product specification

*nseifilaifinisieswdly Finished product specification nimwummmwawsauLaﬂmmammsmiwﬁlumuau

fvinaratwviia Bacteriostatic SWI

N AW N e

Description
Extractable volume
Mannitol content
pH

Particulate matter
Sterility test

Bacterial endotoxins
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#5296 muﬁiw"l‘u finished product specification
ATIIY muﬁ'izu‘lu finished product specification
MY muﬁssu‘lu finished product specification
ATIIUY muﬁss‘tﬂu finished product specification
ATINY mnﬁ‘iztﬂu finished product specification
AT muﬁ‘is‘q'lu finished product specification
AU mmﬁ‘sz’q‘l‘u finished product specification
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LLf'fl‘Uqume"maqLLuuLanmsmi‘uauﬁ"l.‘u (.5) um3ay finished product specification way/v3e drug substance
specification
4.2. 1NANTTUTRINTFIUNITHERNEN
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Fuseadviulssmadsemasmdiannseind
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AMANBIZIANIZYB981 Leuprorelin acetate 11.25 mg for Injection
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3. guaudinamaiia_ wansnsadesisiquawdulua finished product specification wae drug substance
specification mustwaziduatedns daldvemususodninnuanznssumsewsuare neensamITaaY

Finished | ification ( )
1. Identification test
2. pH
3. Bacterial endotoxin
4. Sterility test
5. Content uniformity
6.  water content
7. Residual solvent (Methylene chloride)
8.  Drug release
9. Assay

E. .I [ l I .ﬁ I- [" -4 Ez J

1.

Identification test

Mannitol
Carboxymethylcellulose sodium
Polysorbate 80

pH

Bacterial endotoxin

Sterility test
Content of mannitol

UWANENGIN3eT JUNI53TUNA
(Usgs1unssunng)

ATIVIU m’mﬁis‘uﬂu finished product specification
5.0-7.0

laisnnndn 5 EU/syringe

AT m’m*?'ii:u'lu finished product specification
AT 91'1:4“71“5514114 finished product specification
Ldwnnan 1%

Lsixnnin 10.0 mcg/100 mg

AT mmﬁﬁs‘tﬂm finished product specification

90-105% labeled amount of Leuprorelin acetate (TAP-144)

ATIINU
MNIIANU
RIIAINU
5.0-7.0
"oenin 5 EU/syringe

AT mnﬁiquu finished product specification
hitdeendt 45 me/ml uaz liinnndn 55 me/ml
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o

AMANBULLANIZYBIYT Somatropin for injection 1.33 mg/ml(4 1U)

13081 Somatropin for injection 1.33 mg/ml (4 1U)

ety

JUUuY Juwawks (lyophilized) #v11 faieun wliausaandenmieudhavaesiausanide
dwiude Usues 1 faddns dwsuladilafomds

dulszney Tu 1 99 Uszneuse 1Ine1UssINe Somatropin 1.33 mg/ml %38 4 1U/ ml uagsdavihnazany
Usiannide Tusines 1.0 ml
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3. gudutdmavetia wan1snsavdisiginunmduluniu finished product specification musvazidentnaas
Faldaangiusiodinnuanenssun1somsuaren NsEnsI9EsISAEY
(1981 Somatropin)

1. Identification M523 UAY finished product specification
2. Assay 89.0% - 105.0% of labeled amourit of Somatropin
3. pH ’ M523 UAY finished product specification
4. Particulate matter
UM 210 pym lainnnd1 3000 particles per container
YU 225 pm Taiinnnan 300 particles per container
5. Water content A52AWUAY finished product specification
6. Mass variation A52AUAY finished product specification
7. Sterility A9 UAY finished product specification
8. Bacterial Endotoxins lainnndn 5 EU/mg of Somatropin
9. Related proteins M3I9K1UAY finished product specification
10.  Dimer and high molecular weight A5ANIUAY finished product specification
proteins
11.  Charged variants ; MIINIWAY finished product specification
VL8NG

ﬁwamsmoﬁmswxﬁqmmmm hGH drug substance Tusid® Identification, pH, purity tests Uag#II
Wuluyniivasaluil leiwn Related proteins, HMW proteins, Charge variants, Host cell (yeast) derived
DNA Host cell (yeast) derived proteins, Sterility, BE , Assay
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(Aiazany)
1. Appearance Colorless, Odourless and clear solution
2. Sterility Test ) Sterile
3. Conductivity Not more than 25 uS/cm at 25°¢
4. Bacterial Endotoxins Not more than 0.25 EU/mL
5 Foreign matter Meet the requirement
6. Volume in container Meet the requirement (=1.0 mL)
7. Particulate matter
YU 210 pm 411 6000 particles per container
YU 225 pm laiunnn1 600 particles per container

4.30ulvdu q
Arauenimdpidudiunnindneionans wsammmﬂua'vaiusamnmﬂmauumma Meanduadail
4.1. Lanmsmﬂﬂwauzy'mwuw“mﬂumiuml.wamumu'[uﬂsumﬂwa uavduna (declare) unasnan
411, Wddymstunadousiiue W6 o2 ve.3 ne.d wie 8.2 wdudnd
4.12. Wiwetunsfousiue ve.1 vde o.1 wiouneazdeatidonsmunuannmvsdnsusimuiitunadou (finished product
specification) uazdarimunfmnMuas TRy (drug substance specification) ﬂiiﬁw"‘v‘atuiswiwmsmﬁauuuamr’ﬂmﬁmﬁmzﬁamuu
nasn1svauily (8.5) 1 wiey finished product specification waz/w3s drug substance specification
4.2. 1eNATUTRWIATHIUNSNANEN
Nnammaamanmﬁ‘usmmmmumswammmwanLﬂmmanﬁmswﬁlumswamm PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lumnagiaueis Tnewiseny PIC/S participating authorities aUua1gamusaunIsasIvdeulninan1ssuseieiuUsEmalsenin
Timdidnvseingd
4.3. lenansAudn Iz YewilaueTIM
431  wamsaTRIAIiRuAmMEARSusiveran (Certification of analysis) Tusjuiidafumet
432  WamInTIRIATEMANAWINGAY (Raw material) ‘vaama1fhﬂmﬁ'l'z'ﬁ,umswammwwa«ﬂumamwawnammﬂu
4.4. fpdne Hlauesa fesdsiietie1egatias 2 ey 55Aiua mLﬁumLmuuamiwmLaumiﬂﬂsumumuwn"mum'lummaﬂmauummm
4190
4.5. MsUsziunuAmeTTidmoy
4.5.1. mﬁdauanﬁaaﬂaw'l‘z’x‘lsﬂﬁﬁaﬂﬂ'h 18 ey tuantudwey
4.5.2. mwmmwama'u 11xmaaaaa1Lmmwma'lususawammﬂmmsuwmiuwamau
4,53, nﬁﬂJVIMu’JUﬂ‘ljmi“ﬂ’lﬂ"ﬁﬁuﬂ?E)EJ’]QEJ’Wlﬁxm’z]ULWE]ﬁMS’JQ')LﬂS’WMﬂmﬂ’IW mhesymsazvimilideiaswedetslnufiaus
A(§U1e) whpsdw RN IILAIMESIINSdIRTITIAT I MLLaouumum'uaum‘l'umuwmuwaa’lumsmn
WnTzinnIW ns;uwwmwm‘lmflu?.ﬂmmmmanvm-'Lawwv MNYTINTVeaNUAVS WSURMIANMsIauaAEIRINgT)
vouiauesn(iuie) uas/miaduanlundaoly
4.54 uLauamm(wma)avmaaiumaaummam’lnauuﬂma wsamammmsmauamwmaﬂsvmi'lﬂqnaumwum Taglifideuly
455 uanenansiisuseshilsruunisifiuuasdndseidu cold chain system filduasgrumumdninest Good Storage
Practice (GSP) ua¥ Good Distribution Practice (GDP)
4.6. giauesm (fue) Buvenlionidndryginaunsuimun il
4.6.1. nszﬁwammmﬁﬁ,mwﬁmﬁImansu‘iwmmam%mmwmﬂw?aﬁaduﬁu”ﬁﬂﬁmﬁmmmu
ISO/IEC 17025 Namsmsdmmﬁsm"lumulﬂmummﬁm‘uamv«um‘luUsvmﬂUs"mﬂﬂmatanwsauna
4.6.2. nimwamnmmmwmumLsunLnUﬂumnwmmmsﬂ.ﬂamumwﬂmvnS'mmsm‘msu,a.vm'lu‘lmnawaaatgmw"ﬁawmu
4.6.3. nsmwuﬂzymﬂmnwmnNamnm%muwawamamwivawswaummwﬂaamnumaumaﬁlmum
4.7. umuswmwaaﬂuawﬂu'iuwmmmamnnmmwwinmnL'suﬂmUﬂuImmunmuﬂmunﬁumsmmmavaﬂuiuuunm 1 Uneuiudsznie
UsvmsmmaLanwsauﬂanuumwwamlmmmumsuﬁ‘l-ui]mmmmunwsaownnLsfmmumuuuwﬂusammmamumwﬂmunssumsmmmaum
4.8 ﬁmuﬁaaﬂ%’uamswmaq MINAMZNTTUNSNAIN ST VU MRINATUSENIAGDY Fmunsiananen uaﬂﬂmuumswmna’mmmauah %30 dusenie
Fos Vo mdnurieni wazldresesmeanvoseniiauely duieseausuanmamasmuysenias T
4.9. fiwan13Anw long term stability maaﬂ'zmmU‘ummwuw"muuhﬂumummﬂmuﬂﬁumsmmmavm NIENTNANTITUFUVLILAA
4.10 Imsdnwanuawaaalnld (in-used stability) wamvmm 2-8 psmadea laludeunit 14 Yu wuans
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ﬂmﬁnwmsmwwvaam Insulin Aspart 100 iu/1 ml, 3 ml cartridge with Pen and Needle

1. Teen Insulin Aspart 100 iu/1 ml, 3 ml cartridge with Pen and Needle
2. puauvanly
A’ 1
sUuuY ansazaneuTAnivela Tifid
duusenau u 1 viaen (cartridge) Usznaumeen Insulin Aspart 100 iu/1 ml Tuu3anes 3 ml
a & a - ' ') cal - "
NYULUTIY ussgluvaenusTyendausannesiiauii Uiines 3 ml dddsuiugunsailiagnfe insulin pen uay
pen needle lfgaminzan warussyiusitesiuuas
231N - vuUTIeidessyyliee dulssneuieddiyuaranuuse Jundn Judueny aviindauas v

nzlousniueiagadniau
' I a ' Y 0 w v & a a
- VuUMYUPUTIRE ey avTeyliaen duussnauiendifyuazanunse Tudueny waziaviinan
oy ao ) ) - a v ' v ¢ -
- ffomnuuiadieugumglidmiuiuinwend 2-8 ssrmwaldea Wuuruds UNUTTYITILaY/ M50

NYULUTTY
gunsaldng figunsaliveld@aende Urnnidaen (insulin pen) uaz Wadu (pen needle)
Insulin pen 1. udausmun anansaduldegnninle

2. fiuduen (Plunger) anansaviyuviasunauliine

k7 . . & . @ - @ ° @
3. annsauiurnae insulin 1iAag 1 unit Tneddiavusdnnasmeaiulsidpaundwauliy
4. ansauiuanvung insurin ladelaensvyundu

Pen needle aunsalg5miv insulin pen Idoghamnyan
3. guautiviamata  wansnsvinssinanmduluau finished product specification mussasdendnans 4ldan

eidgusiadinauANENTIINITOMITUAYEN NTYNTIENEISUAY

1. Identification AT muﬁssq'lu finished product specification
2. USunausegddgy 95.0 -105.0 % (580-630 nmol/ml) of labeled amount of insulin
aspart

3, pH 1216
4. Limit of high molecular weight proteins  lsisnnnan 1.5%
5. Related proteins

B28isoAsp insurin aspart lawnnnin 2.2%
6 Related Impurities laiunnan 3.2%
7 Preservative (m-cresol) ATIMU muﬁixq‘lu finished product specification
8. Zinc content ATV muﬁizlﬂu finished product specification
9 Particulate matter ATITNIU muﬁ‘szu’[u finished product specification
10.  Sterility NI muﬁizlﬂ,u finished product specification
11.  Bacterial endotoxins Taiunnin 80 endotoxin units per ml
12. Dose accuracy* AT muﬁimﬂu finished product specification

a P v v . & a v o ' a val
*nselannzdeuuainisyeniiu (waive) Msnsvasunenisivieldliviinsnsisaeunnunswdn dunanaenans
wé’nﬁwﬁ’qnfhw'ﬂﬁs”unﬁaqﬁﬁw%'auamwanwsvmiﬁmswﬁﬂmmwwﬁmﬁmmaaﬁwﬁm (Certification of analysis)

-

d AV dreed._ovvivers fynns  aybspsal
i

wnnEndgeRzen Sunssssurd indunsndedysd o1setuvigy ndnsndjatueins asasysal
(Uszs1unssuns) (n35n19) (n33un13)
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4.3oulvdy q
AlauesadsBudiunnmeaneionans wsauaqmuua'uas'usaaLanmsiﬂemumu’m Meanduadil
4.1. Lanmsmi‘lﬂs'uau:ynm'uummﬂumiumv.waa’mmﬂ'luﬂsumlwu uarduag (declare) unaanin
4.1.1. Tudhdymstunadeusiuen W6ud ne.2 ne.3 ne.4 o 8.2 udausingd
4.1.2. Tudwetunadeusiue ve.1 wie v.1 wieuneanduahdemsniuauamunmueskdnsasinuiitunudey (fnished
product specification) ua.,'uanmumﬂmmw'um'mmu (drug substance specification) nsmwaqivqumiLﬂasuwamr‘ﬂ‘u
Wsiuy fAeauuuienansmsveudly (8.5) uwday finished product specification uag/v3e drug substance specification
4.2. Lanmisusaqmmsgwumwamm
Andndesilionansiuseanaspiunsnanenumdninasiuaydsnsialunsudng PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tumnaenfiaueny Taemiasau PIC/S participating authorities auumaﬂmusanmsmsmaa\ﬂ.ﬂauwa
mssuiaatmu'ds.,mﬂUsummiwmaLanwmuna
4.3. lenansnadnunsYeInliauesn
4.3.1 waMInTWIATIIRUAMKANSusTvasudn (Certification of analysis) Tusnfuiidadumetig
4.3.2 NaM3nsIAATIRUNININGAY (Raw material) -uaamznfhﬂryﬁ“l'ﬁ‘lun1wammsuwau{‘lumaumaawNammﬂu
4.4. oY1 JlaussIn desdeiiegweiegiaos 2 MUY ‘uquJumLmuuaﬂqswa%aamlmﬂsumumuwmuum‘lwwa
ﬂmauumwﬂ.ﬂmqmu
4.5. msUssiugunmeiideey
4.5.1 mﬁa‘wa*uﬁaeﬂmq‘l'ﬁ'lﬁ‘laiﬁ'aﬂniﬂ 12 \fieu unniudwey
4.5.2. mwmmwmuau mmaaaazfnunmwn'1U‘lususamamsmﬂmmﬂmmiuwaauau
453, nsmwmtm'umsmmsaumamqmwamauLwaamiaanLﬂﬂzwﬂmmw wmiwsmsazvimiideioswediegilaey
w@uesIA(§ve) ﬂumaaaomquanmwaw’mwwu'zeswmsaqms'mLﬂswuwu.auLﬂuwsuwm'uaum'['umwmawm’[umi
ATIVUATIRUAN nsmwwmwﬂuLUthmNﬂmanwmummv whesymveanudndlusuRnsauinisiaussime
fananvesiaueaEue) LLau/wsaNNam‘luﬂsmalu
4.5.4. wLauaﬂﬂw(mnu)a.,maqsuLﬂaaummam'lnawuﬂmq mamammmitﬁauamwmUﬂsum{lﬂ‘] fourmun Tnglifideuly
4.5.5 uanaienansisuserinfissuunsifiuuardndsendu cold chain system AlFATgIUABMENNNS Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)
4.6. fiauasim (ve) Buvenlienidndygrneunsuimua dadl
4.6.1.nseinamsguATIR AT lnensiimenmaninisuwnguieesfuRnmsiildumsgu
ISO/IEC 17025 NamimﬁmLﬂsw"luLﬂthmmumimwamwuoﬂuuiumﬂUismmswmmanwsauna
4.6.2. nsmwamnm'nzn-uumugmwnmuaumnwaqmawﬂﬂaahunmumuun'smmsmmmaum'lu'mnm'uaaﬁzyzy’mwuaﬂvmu
4.6.3. nimwuﬂtymﬂmmwmnwamnmmmuwawawamaﬂsuawsnauaummﬂaamnamaw'd'wﬁim'um
4.7. vnnUiwn"ns'uaanuawﬁ‘lusuwmsmwamn:u'nuwmemmQmsﬂnm'uﬂuT.mﬂﬁwnmuﬂ:u.,niiunﬁmmmaum'lusvUunm 1 Unau
wmh.,mszummﬂmmaﬂmaunanuumdwam‘lﬂmLuumsuﬁlﬂﬂmmﬂ'zmunwsmwgmwmnuauuuﬁausaﬂu.a'ma?hurmu
ANENTTUNITDIMNSUATEN
4.8 {udvUiuanTInIaY MNALNTIIMIRAUSTUUIWIATIUTEMAEY fmunsImINaIE wagldfmuaanasendiausls
bh) u'diummsaq Uty'umwanummm ua.,iﬂmaimswmmam'ummwLauah mnMsimunIMNaNYIanIsiesessIAwigaTas
swmimwLauammwsnmmuumsﬂsummﬂmatanwsauna wazagsawivindyymialifeyniumudogn duedosivansian
ammUsEMAT T
4.9. lunsdifitunsdousununnmih 29 sxdesiinansing long term stability nasatto VeI T UM T fudniney
AMYNITUNTOMITUALYN nixwmmmsma-umuam
4.10 fimsfnwanuesdamdaleld (in-used stability) wqmwnu >30 sesrneaided lalidosndn 28 Yu wuans
4.11. Yinndugduildue mmmumwsmaoums'l-muumuamﬂ'nuanmaa‘lumimawﬂﬂmummmu ISO 11608-1:2000
awmmﬂswummmaﬂimm 60 gila/dose annsaudludeuiuvuein Taglsiiiamsgeydeen wazdinalniwusvunelignees
mu'umﬂmmwaaagan
4.12. imsafuayuiinnlaivesnin 5% dendes way mvuuluuaun'n 20% sipnaos
4.13. aduayuenansFuugiiieafunisldend Bmsdauazmslivainndmivan
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FIUALIDYAAMANYULIANIZYBIYT Desmopressin acetate 0.2 mg Tablet

1. ia_ﬂ:l Desmopressin acetate 0.2 mg Tablet

2. wa o

JUuuY ugude wliasuusenu

dwusznou  lu 1 e Usznausiedie Desmopressin acetate 0.2 mg fiduyariu Desmopressin 0.178 mg
(free base)
MYuzUIsy  ussylunvuslnain Jeaduenutu

ansEy - UUUSIYeifeasyyTenn druusenaufendidyuaranunss Tundn *uAuey wweiinan
anzideusiiuen agednau
- QANUUMTUEUTIYRLeTipedatsyyTen duuszneudiedifyuarauLs YR
fudueng|foeedaiau

3. quanUAMuvaila

nan1snsITInzinunmduluniu finished product specification muswaziduatneans Faldanzilousedninau
ANIZNITUNNTOIMNTUAZET NTENTNEANTITUAY

Finist I ificati
1. Identification A5 aitszylu finished product specification
2. Ysuwsedegy 0.160-0.190 mg/tab (Desmopressin free base)

3. Dissolution Q=75% of label claim within 30 min.

4. Related substances

-(Glu4) desmopressin + (Gly9-OH)desmopressin TaiAu 1.5%

-Mpa(O )desmopressin (Oxidation product 3) TaiiAu 1.2%
-Any unspecified degradation product laiiu 1.0%
-Sum of impurities TaiiAiu 4.0%
5. Uniformity of content A5 mmﬁisu‘lu finished product specification
6. Water content NI muﬁixq'lu finished product specification
7. Microbial limit test AT muﬁ'izq‘lu finished product specification
D - ificati
1. Identification ATIIU mmﬁisu‘lu drug substance specification
2. Ysuwmendfgy 95.0 - 105.0% (Anhydrous and acetic acid free substance)
3. Specific optical rotation - 82° to -72° (Anhydrous and acetic acid free substance) at 589 nm
4. Related substances
- Each unspecified impurities Ay 0.5%
- Total impurity 18y 1.5%
5. Acetic acid 3.0 - 8.0%
6. Water Laiviu 6.0%
7. Microbiological test ATIMUY muﬁszu‘lu drug substance specification
8. Bacterial endotoxins 1o8n31 500 IU/mg of Desmopressin acetate
; ¢
A sl L S oo o hinns | D3RsNL
UNMEVGINTET IUNTIFTIUYIA WndYnIngedysd anseduny wndwnsndaiuens AvEuysal

(Usesunssunng) (NFUN19) (ns5uN13)
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a. Jaulvdu
Favenimdeaiiuduuinimdnsienans wienasneiledosusenenansiaegiiung uavduadsil
4.1. Lanmsmﬂﬁ%'uaucyﬂm‘ﬁumLGEJWTW%’UEJ'lLﬁaii"mma’luﬂixmﬂlm wardums (declare) unaanin
4.1.1. Tudfymstunsadeuiiuen 6un ve.2 ne.3 ne.d vio 6.2 udusinsdl
4.1.2. Tudwoiunzlou ve.1 vl 8.1 veswniliauesian wiouseanduadensmuauaunmyes nanfasiauiity
vziduu (finished product specification) wazdarimunnunmasingfiu (drug substance specification) N6
agjswa‘wmsLﬂﬁauLLUmLLf'ﬂ*ULﬁuLamzéfamumanmims‘uaufﬂ% (8.5) u 3oy finished product specification
waz/"3e drug substance specification lnvaudluneuiulsemAusemasimdidnnsedind wae iy 2 ¥ o Su
Usgmadszmasiadidnnseing
4.2. 1BNATIUTDIINTFIUNITHENEN
ArandodiienansiusoumnnsIumMsHane A IMENINAYILaLISNSRIUN1SHEALY PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Tummenfaueis Tasmiaeaiu PIC/S participating authorities aUuagAnILTou
nsnsdeulneiinan1ssuseadiviulsemausemasadidnnsednd
4.3, 1BNANSANNTHYBILTAUDTIAN
4.3.1. waMsATINNATIYIRUN MHER T NTAgUveNNER (certificate of analysis of finished product) luggudi
dadushetn
4.3.2. wansnsNAseigunwingiuresiaenddy (certificate of analysis of drug substance) #ldlunisuanggu

9
Y a

fidndufetsvesuaneuavinaningiu
4.33. nasvisendngiuguduanuduiusswingunisninvesingRuvesiienddy (drug substance) 9o 4.3.2 fu
JuMsHanvewdniusied@niagy (finished product) 4o 4.3.1
43.4. wan13finy1 long term stability nasntiseguoseitunzifoulifudinnuanznssunisermisuasen
NIENTATITNEY
4.4. Metnae flauesinn desdaiog1eeretielion 2 wihpussadust uduiunuuanneandealdasuiumuiitmualy
mmaqmammmlﬂ*mmu
4.5. MsUseRuuA MY AdwDY
4.5.1. ufidevdesiongldldlitesnit 18 Wou duantudaweu
4.5.2. ywnaeidwey wfasddinamagluiusesmansnsvieseisuidaoy
4.5.3. nszﬁﬁwmaswmsﬁwmiduﬁaatmmﬁa'mauLﬁademmﬁ.ﬂiwﬁﬂmmw Mhe5IIMIIMiddesaesiioeng
lngglauesian (fune) ﬁ]vmaaaemmuanmmawmuvmmaswmsaqmsammswumLﬂumuwmaum‘hmﬂm
Werdadumsnnadinsegviguam nsafinunelidulumuaudnuagiany wiheswnmsveanuanslisy
fsanmsiauesiedinanvesiauea (e) was/mielnanluniaely
45.4. davenmEneizdosiuasusiiion duunoy viadlaianisdenanindaeusymslag deutmun Tagl
fidouly
4.6. flaues1 () Buseslvisnidndyaineuasuimun fil
4.6.1. NSAIHANSANATITNATIZYiENT Tnensuinemansnsunmevdevesu fRnsiildunsgiu ISO/EC 17025
Hamsnsleseildidulunuuiasgiu
4.6.2. niﬂiwﬁmﬁmsﬁawﬁmﬁﬂmﬁaﬂLﬁ‘uﬁumnﬁaammmimaa"ﬁnmuﬂmuﬂssumsmmmauan Turhanamesdygravdessae
4.6.3. nsmwuﬂmmﬂmmwmnmamnmmﬂ'nmawaawamaﬂsmwﬁwauaummUaaﬂnamawmﬂmmum
4.7 Mmaswmsmaanuawﬁlmuwmsmwamnmmmmﬂsvammianmmuimamumwuﬂmvﬂssumsmmmavm Tu
srawIan 1 UnauouUszmﬂstmmwmaLanwsaunanuumgmamlmml.uummrﬂmﬁmummmmwsawqmwnmmuﬂv’u
\SEUTPUUAW DA IUINIIUAMENSTTUNITOMTUALEN
48 fU8ABINTUARTIANGY MINAMENISUNSTAISTUUEWINATUTEMAGD fuuasianansen uwarldimunsimnans
g1iauoly w‘%aﬁﬂivmm‘%m UyBomdnuieni uarldresessadinanveseiauslimnnsivuasiananmdenis
masaqswmm1aﬂ‘uaaswnﬁmmauammﬁwmwuumsUsummwmaLanmauna wavegseninaidyy mielidunwu
mudaygy fuosesUiuansimamalsznan du
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AMANBAZANIZYD9E1 Insulin glargine disposable pen 100 iu/1 ml, 3 ml

1. fl'_a_ﬂ_'l Insulin glargine disposable pen 100 iu/1 ml, 3 ml
2. ety
sUkuy asavansuAnnitelaliis
dulsznau Tu 1 viaen (cartridge) Usznaumesien Insulin glargine 100 iu/1 ml luuSinms 3 ml
MYULUTIY Ussaﬂ,waamum'lamwsumaaﬂsmmnLﬂja'lumnmawauwsau'lw WIAUFY 3 ml
287N - vuusIytusidesryTen duuszneumeiddyuasanuuse Sunde Yuiuory aviinAnuas

wunzidouiFueliogradaiou
- vunmurusIYetheey fesseyden dulszneusenddyuarauLs fuguawq uazlavTinan
- fideprnuuduiieugamgidmiufiusnnentd 28 swmnwadea shuutuds vuussysusiuar/vie
MYULUITT

3. guanUimaneila  nan1InTIRAsinawdulUMY finished product specification museazdentnsene deldan
nefeudedninnuanznssumsomsuazen nsEnsIEnsIsuaY

1. Identification AT muﬁieﬁq‘lu finished product specification
2. USuusigndiAey 95.0 -105.0 % of labeled amount of insulin glargine
3, pH 35-45
4. Purity test
- Limit of high molecular weight proteins #5738 muﬁszﬂu finished product specification
- Related proteins ATITIU mu‘ﬁszu‘lu finished product specification
5. Particulate matter NI muﬁisqlu finished product specification
6. Preservative (m-cresol) NI muﬁsxu‘lu finished product specification
A Zinc content AT muﬁlsmﬂu finished product specification
8. Sterility A5 mu‘ﬁizq‘lu finished product specification
9. Bacterial endotoxins lai1nndh 80 endotoxin units/100 insulin glareine units
10.  Extractable volume Lideunin 3.0 Taddns

wiewe - Drug substance specification W15 nluiiAs1vivewuan drug substance w3e Tmsesivesfndnedniagy
atulmatiunis ImtmmsmamLﬂswvwﬂsuuazmmmu’luwnm‘uawmuum

J / -
Sqia ouivey S myAansal
.................................................. ¥
0
UNVENGIRGEN SunsssINA Wndunsvddyrd ensedurny undunsmdjaiuens asauysel
(Usesunssunng) (n33un19) (ns5un139)
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- o
4.Qoulvdu 9
ArauesmABsdud i mesienans nieuasmeiiedeiusenenaislaerilduna srwaziBundail

4.1.

4.2.

4.3.

4.4

4.5.

4.6

a7

4.8

4.9

4.10

ienansmislésuaugniunsdeussusiesmielulsemalne uazdues (declare) umaman

.11 luddymstunsfousisuen T ve.2 ve.3 ve.d wie 8.2 udusnsdl

012 ludvedunsdousiiue el wio o.1 wieuswaziduaidtonisnunuaunneskanSusinui tunzdeu
(finished product specification) LLa"‘IJEJm‘VIUWﬂ UAIMNYBIINNAU (drug substance specification) nsmmaa'i.,mw
mMadsunvasudluiuduee LA DIUUVLBNAITNITTOUALY (8.5) N5 DY finished product specification Way/n38
drug substance specification

tenansfuseunasyiuMsHang gudnsaslionansiusewnnsgiumsdngmuvdninusiuagisnnsiatunisudne PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Tumneeiiauevis Tnemiaean J PIC/S participating authorities aUu

arganuseunsanaeulaeiinanissusesiisiuussnausmaadidnnseiind

lenansANANYUL YR TALDTIAN

431  WanMsnsIWAATIRIRMNWNARTUiveHER (Certification of analysis) lugisuiidadufoeig

432  wan1sAsRAATIRUAWIngAU (Raw material) maaé’amﬁﬁmmﬂumwémmjuﬁﬁuﬂué'f'mehwaqsgwamimqﬁu

Mog19e1 Flauesian desdaiiegeenegados 2 witsussytus Fudufununansssandenldasudiunudismuely

adenaantRiiludneiu

nsUseiunmuAweNfidaou

451 widweusesdiongldldliiiosndn 12 ey uaniudeweu

452  ywnnafidwey whpsdsd i marsluiusemansmslias g juiidume.

453 nifﬁﬁwmaiwmsﬁwmsﬁmﬁaaEJ'Nmﬁﬁ'mamﬁadqmm?ms%ﬁﬂmmw WM sIgvimivdesasvesiiog
Imamauaﬂm(wma) ﬁJvG]EN?NEJ”ILW&IE]HW]NRNU’JUWMuﬁﬂ'ﬁ’l%ﬂﬂ‘iﬂdﬁi’)ﬁ]’)tﬂi’luﬂLLauLﬁUNSUNﬂ‘UEJUﬂﬂWNEJVl
\Aeades lunsasiatisizsinaaim nsalfnuie i dulumuausnuuzans miaesensveanuanslusy
fsanmsiauenaedinanvesiauesia(gue) uas/miefndnluniaioly

454 favenmnossieiuasueiioslndvuney viadeianmsdenanmisussnistagiourmun Taglifideuly

455  uamuenasfisusesindszuumaiiuuazdndeeniu cold chain system fildumsgrunundninast Good Storage
Practice (GSP) wa¥ Good Distribution Practice (GDP)

§ wuese (§v1e) Buvenlionidndrynnounsurivun fai

461,  AsEiNAMIAUATINTATIERENT Taonswingeansnisunngwievesujuinmsilauinsgiu ISO/EC 17025 wans
msm‘ims1m“hjLﬂulﬂmmuwsmu'ﬁaﬁmum‘IuUiumﬂUivmmwmﬁtﬁnmaﬁné

4.6.2 ﬂsmwamnmwawumunnLsemmummﬂwaammm‘[mamunmuﬂmunssumimmmaum‘lummawaaamzyw sHoazaY

463  nstwullymemnmannuansusieiies dwasieusydvsnauazaulasnstusogtaelasuen

vimaswmswaanuawﬂusuwmsmwamnmmmwuﬂsnmnLsanmUﬂuImamumwuﬂmuﬂssumsmmmavm'lusvsvnm

1 YriouSudszmauszmasadidnnseiinddfuusidudnldrndumsudledgmeanuunniesiignFenifviuiussuiesudse

dMINNUANLNITUNITO M THAZEN

H1eADIUTUARTIANAY MNAMENTIUNM TR ST UL WRIATIUSENAE Y fvuasiananien wagldimuasainansenii

wueld vide fuszmmiFes Yoy mdnuvien uazldresesnawianveseiiausli mnmsiuanAna1mIenisroses

sIANgRveIsIEMsEITauesn MUz UsE NS Bdnnseiing waregszvMaihdyvseiiveyniunudyay,
wmﬂmaqﬂsuammwaamuﬂsvmﬂquu

Tunsdifitunsdousnnnnt 2 9 wwdodinanisdnm long term stability naeatse1gvesenitunzdeuliiudninnu

ARIENTINNITOMITUAZE NTLNTIESITAAVLIUAR

fimsAnwianuesiandalinlg (in-used stability) igamgdl >30 ssrneaidea lalidesndn 28 fu wuans

'P\“}"’ ..... S AV A oungry Mnns  erkwmisal

WENGIRZET N6 TINA WnENTMEPYTE 01seduvny wndunsvdaiugns Asauysed
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4.3oulvdy q
4.11.  UinmBugdudldiue AesrhumsasIRaeuNsiinuLazkanseugnAaslunsideldnumnsgiu ISO 11608-1:2000
aunsauFunnegeaelad 80 yiln/dose aunsaudludleusuauein Tagliiansgaydee uariinalndmunwunaeli
gndesmuvuneeivdoagass
4.12  nsdllildedunuudosinans Anwii 4 dw fio
4.11.1  Quality part vinms@nwnUSeuiisuiiiuiu Reference product
4.11.2  Non-clinical part #8vi1 Bio assay study tiawSsuisuaruannsanisiu recerptor Wag insulin- Like growth
factor-1 receptor (IGF-1R)
4.11.3  Clinical part #8311 single dose cross over pre study, cross over double blind insulin clamp studly,
Immunogenicity \iiefnynsnszdugiiduiuresmeiduseesiam 12 ieu lnefiteiinesdnuiuisudiouiy

reference product lsitiosn 6 e saudsfideyanisfnyindveaumans/induwamans n1sfinwuszanine
wazAUUARAsY

413, fimsaduayuiidulideendn 30 Wadusendes
4.14.  advayuenasiuwuniiieanunslisnid Bnnsdsuwaznislduinndniude

UWNNENGIR3ET UNTI5TIUA WNEUNINISYE 8158t Y wndsnsudaiuens asauysel
(Uses1unssunis) (nssun1s) (N351N19)
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s'wazLﬁﬂﬂﬁmﬁnwmzmmwmm Sevoflurane inhalation liquid 250 ml

1. ii‘_a_ﬂj Sevoflurane inhalation liquid 250 ml

2. quuaulinaly

PnY \Wuansazanela Lifld
drudseneu Usznausmesien sevoflurane 100% vA Usunns 250 ml
NYULUTTY ussglunmwuzlnain Jesiuuas Tnenwusussgedesaninsoueaiiussivvanihenniely

amuzussy livihugitenduiernuaan Bidssenisanuan safansadedriursewile
semoeingaould Wussuuln Tnelifeddqunsaliautaelumsdimie wetestunisils
N3ALVDIWIALAAY
aansey - vuussyAasisey Jeen dauusznausnddouazenuse Yurdn Fuduony wriikan uazian
neoudiiunnliagadaau
- VLAY athalfesdesseyann duusznaumnddy Aruuse Fudueny
wazlauingn

3. quautimamatia wan1snsIvdnswinunmidulunu finished product specification ausEasidend1aans Fele
nmzidusiediinnuanznIIuNITEMSUAYE NSYNTIEEISAIGY

1. Identification AT muﬁlszu‘lu finished product specification
2. Ynwsieddgy 99.9875 - 100.00% labeled amount of Sevoflurane
3. Refractive index 1.2745-1.2760 7 20°C

4. Acidity or alkalinity ATIWY muﬁixtﬂu finished product specification
5. Water Taihiu 0.19% w/w

6. Related compounds ATITU muﬁwq’lu finished product specification
T: Limit of fluorides ey 2 pg/ml (2 ppm)

8. Limit of non-volatile residue Ty 1.0 mg/10 ml

4. Jouludu

Alauenadesduduunnmaneionans wsauaqmaua*zjawiaqLanaﬁ‘[ﬂamumuw wasidundi

4.1. Lanmsmﬂmuaqm'\muwvLUuumiumLwamwma'luUsvmmlwa uazdun (declare) unasnan

41.1. 'lua'mzymswmmuumsum Teiun e, 2 8.3 8.4 %59 8.2 UduAnel

4.1.2. 'lumwa‘uummau ve.1 vi%0 8.1 vaefauasian wiaungasiBenhidentsmunuaun e sanus
muwuuwut'uﬂu (finished product specification) LLa"‘uamwuﬂﬂmn’lwuad’mnﬂU (drug substance
specification) nmmaqsvmwmiMaauuﬂamﬁl‘umemmvmamumanmsn’ﬁ'uauﬁ‘l'u (.5) umdou
finished product specification wav/13®e drug substance specification

4.2. 1BNANSIUTBWINTFIUNTHARYY
AndndasllienansiuseanmsgriuntsadnemumdninasiuasiBnsiinlumsudnen PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Iagwiiaea1u PIC/S participating authorities avuaganusaung
avandeulagiinanisiuses feiudsenmauszmanadidnvseding (e-bidding)
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4.3, lONANIAUNNTBIELTILAUDTIA
4.3.1. wan1InTIVIATIBIRUAMKENTusiedIagUvesindn (certificate of analysis of finished product)
Tugnsuitdadusedne
4.3.2. wamIATITIATIIRUAMIRgAUYBITIENERTY (certificate of analysis of drug substance) Aldlunns
wanefuiidudumegiaimesiidneuastianingiu
4.33. Lanmw%awé’nmuﬁuﬁuﬂmué‘uﬁuéivmﬁﬁ'unﬁw5maai’mnawaaﬁamﬁwﬁzy (drug substance) 48
432 nuqumiwamamamnmwmﬁmﬂiu (finished product) ¥® 4.3.1
434, Tunsdfunsifousmnuinndt 2 9 ssfesildnunningrenantsinen Long term stability anuitgy
windlunsousnnuans uagldifunisaumiusesenansnngiisnaveaisy
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4.5. mUseiunuameTideay
4.5.1. ildweusediongldldlitosnit 19 6 deu fuaniudueu
4.52. vymnusiidwesy wfesddinmingluiusamANIINITIAT RN uTdeu
4.53. nsdiimhenemsvhmsguiiegeniidweuiitodmmalinneinunm mhesnemsesimildetose
feds TnefiavemEuishedosdnfindnnuiruuiinisnenisdmssiinssiuany
fiuliaveurnliseiineatedlunisanaiinmginuam nadinuielidulumunadnuusans
mhemensveanudnsliuinsanmsiauesimendinanivesfiauesaiduns) uaz/miaduanlunds
waly
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17025 nan1snsavdmsiliduluaumnasgruteimualulssmealssmanadidnnseting
4.62. nsdiudnfsioedatignFoniviunniemaeladnineuanenssunisemsuaren lugiana
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FonfvAutueuiosudradninnuanenssumsensuazen
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fiwua naneiiausly vie fussmades Soyfomdnuviend uatldiresesaringnuesiauely
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3. qusanAnunaiia
1. Probiotic content (LGG averages across all blends)  25,000,000-500,00,000 CFU/g
2. Protein Average across all blends 12.6-15.0 ¢/100 ¢
3. Loss on drying 1.6-2.1%
4.  Foreign Matter 529U Wulun Finished product
specification
5. Scorched particles < 7.5mg/100 g
6. Microbial test
- Total Aerobic plate count - AT
- S.aureus, Bacillus Cereus, Chronobactor spp, ~ linuidenelse
Salmonella spp.)
7. Leak test n52961u Wulumw Finished product
specification
8. Net contents-Batch average 100.0-103.0 % label claim
W8

NAA3I9DUAM Finished product specification dugnsiamzveusiaziiauens fesnsiasinumnsienis
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