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Somatropin injection 6 mg Wi 1/2

Qmé’n‘emztawwﬂmm Somatropin for injection 6 mg/cartridge

l,ﬂdaﬂj Somatropin for injecction 6 mg/cartridge
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lu 1 viaen (cartridge) Usznaumemen Somatropin 6 mg/1.03 ml 38 5.83 mg

somatropin/ml
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3. quauiimamaiia wan1snsavdwszinanduluan finished product specification musigazidendreans
FelaaanzidounodinuAMENIIUNITOIMNTUALEN NTENTIETITUEY

Final lot product

1. Identification

Somatropin M3IANUA finished product specification
Sucrose »3290UAY finished product specification
2. Assay
r-hGH assay 90.0% - 105.0% of labeled amount of Somatropin
(5.40 - 6.31 mg of Somatropin/container)
Phenol content ATIANUAY finished product specification
Extractable volume #3796 UAY finished product specification
Particulate matter
YUIR 210 pm lain1nna1 6000 particles per container
YU 225 pm lainna1 600 particles per container
5. Dimer & High molecular weight (HMW) A3IANUMM finished product specification

related substances

6. pH

7. Osmolarity

M529MUNY finished product specification

#3296 finished product specification

8.  Sterility ATIANIUMY finished product specification
9.  Bacterial Endotoxins laisnndn 5 EU/mg of Somatropin
-
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(finished product specification) wazTofMunRuAINYBITAOAY (drug substance specification) NsaiN0g5¥NI1INT

wWasuwlasdluinduazfeawuuienarsnisveuily (8.5) umsay finished product specification waz/138 drug substance
specification

4.2. 1NAITUTBMATHIUNSHARY

Y a v o v a ) < aa o a . .
AnanseafilonalsiusounasgIuNsHane IMunannasiuay BN15NAluNSHERET PIC/S (Pharmaceutical Inspection

Co-operation Scheme) Tngwuaau PIC/S participating authorities atua1gamusaun1snsaaulaeinanssuses
fefulsesnimsemanadidnnseling (e-bidding)

4.3, ionansAuAN YL TR TIlAU I
431  wamIRTNATIEiRuAMEANSuTivesHAR (Certification of analysis) Tusnjuiidadushetna
432  wamsAIeTERRUATWIAgAU (Raw material) vosenddyifliluniswaneifuiidadudegwesidaingiu
433  wansAnw long term stability maentaienguaeiisunsdeulifudninnuanenssumsemsuazen nsensiansisasay
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AuanURTluiiu wasiisunisudadenduiulude 4.3.1

4.5. msusziunuAwedway
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452. ywnnaiidwey awdpsdsdinamieluiusemansnsIviinsieiuiideaey
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455

aw o < Y] & 5 av v ) I3
wanaenansisusesilsruumsiiutardnase iy cold chain system flduasgrunumdninus Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)
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o

AMANWUZIANIZVBI81 Somatropin for injection 1.33 mg/ml(4 1U)

13081 Somatropin for injection 1.33 mg/ml(4 IU)
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suuuy Junauks (lyophilized) #v1 faieurn wliausmandoumiousharaesiaunannide
dwmsudn Ysues 1 faddns dwsuladnldtom

dulseneu Tu 1 %0 Usznause 1Ing1UT5Ie Somatropin 1.33 me/ml %38 4 1U/ ml uazdvihazane
Usienide uuins 1.0 ml
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3. gusuiAmanaiia Hansns1vAnseinun byl finished product specification mus1agLdoatneng
FaldaangiisusiodninauanznIsuNTOIMISUALET NSENTIENEISAUGY
(#4981 Somatropin)

1. Identification A529NUAY finished product specification
2. Assay 89.0% - 105.0% of labeled amount of Somatropin
3 phi M5IINUMY finished product specification
4.  Particulate matter laiunn1 3000 particles per container
A 210 um lsiunnin 300 particles per container
YUIA 225 um
5. Water content M52 UNY finished product specification
6.  Mass variation M52 UAY finished product specification
. Sterility A5IAUAY finished product specification
8.  Bacterial Endotoxins Laiunndn 5 EU/mg of Somatropin
9. Related proteins n599K UMY finished product specification
10. Dimer and high molecular weight n593K1UMY finished product specification
proteins
11. Charged variants M52 UAY finished product specification
VLIS
{INaN15nTIVNATILNAMNMYBY hGH drug substance Tutadio Identification, pH, purity tests Uagn33a
vhu‘luvmﬁ'ﬁwiaiﬂﬁ Igiun Related proteins, HMW proteins, Charge variants, Host cell (yeast) derived
DNA Host cell (yeast) derived proteins, Sterility, BE , Assay
............... A Revns s BT e ik A . A2
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(A7vinazane)
1. Appearance Colorless, Odourless and clear solution
2.5 ot 5.0-7.0
3.  Sterility Test Sterile
4.  Conductivity Not more than 25 pS/cm at 25°¢c
5. Bacterial Endotoxins Not more than 0.25 EU/mL
6. Foreign matter Meet the requirement
7. Volume in container Meet the requirement (=21.0 mL)
8.  Particulate matter
UM 210 pm Tainnnn 6000 particles per container
UM 225 pm ladunnan 600 particles per container
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1. Faen

Desmopressin acetate 0.1 mg Tablet wh 1/ 2

T18821DUAAMANYULIANIZYDIET Desmopressin acetate 0.1 mg Tablet

2. gruautAaly

diulsznau

JUuuy Wugude vilasudsen

(free base)

Desmopressin acetate 0.1 mg Tablet

e i &
ussglunurlinaiin Uasduauau

v a b = . .
Tu 1 win Uszneudemien Desmopressin acetate 0.1 mg viauyanu Desmopressin 0.089 mg
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HansrsIvlTIsinan wulUAW finished product specification museagidentian Jslaaaveideusadningu
AMIZNTIUNITOMNIHAZEN NTENTNAGIINGY

Finished — ificati
1. Identification

2. Ysnamenddgy

3. Dissolution

4. Related substances

- (Glu®)desmopressin + (Gly’-OH)
desmopressin

- Mpa(O)desmopressin (Oxidation product 3)

- Any unspecified degradation product

- Sum of impurities
Uniformity of content
Water content
Microbial limit test

- I ificati
1. Identification
UsunausendAgy

® ~N o wm

Specific optical rotation

Related substances

- Each unspecified impurities
- Total impurity

Acetic acid

Water

Microbiological test

Bacterial endotoxins

AT mn‘ﬁ‘ssq‘lu finished product specification
0.080-0.095 mg/tab (Desmopressin free base)

Q=75% of label claim within 30 min.
laitfiu 1.5%

laiAu 1.2%
Taiviiu 1.0%

laiAu 4.0%
' A
AsyaNIu Munseylu finished product specification
' a - . .
A529 U ATiszylu finished product specification
| < 3 ¥ i
M529HU MuTiszylu finished product specification

p3I9H1U ATtszylu drug substance specification

95.0 - 105.0% (Anhydrous and acetic acid free substance)

- 82° to -72° (Anhydrous and acetic acid free substance)
at 589 nm

TaivAu 0.4%

laifiu 1.5%

3.0-8.0%

il 6.0%

AT Auiiseylu drug substance specification
1oen31 500 IU/mg of Desmopressin acetate
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a.1. wnansmsliueygmiunsiousiusiiesminglutszmalne uazduns (declare) uviaswan
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¥ o

. 3 . L a . = aa '
(finished product specification) uagaAMMUARMNATWYBINGAU (drug substance specification) NSUYIBY
' o a a v v . g %
sewiamsildsuuaudlufiudvagdesuuuienaisnisveunly (8.5) umseu finished product specification
way/w3e drug substance specification
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4.3.3. wnasuievdngududunuduiusseninsjunisnanveingiiveesdaendfy (drug substance) 90 4.3.2
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qmﬁ’nvruzwmwmm Leuprorelin acetate 11.25 mg for Injection

1. Faen Leuprorelin acetate 11.25 mg for Injection

2. puanliAnaly

= g o o = L L 4" Cad Ve L
ULy Wuseiaunanndedwiviadndaniendsldfom
dsenav/ Tu 1 9a Usznoudiense Leuprorelin acetate 11.25 mg ussylunwurussyrdnusman
&‘ ¥ v o o
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aviindn wasaunsdousidusliegredaiau
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3. quantAnumaiia nanmsivinseiaun wduluag finished product specification uay drug substance
specification mus1azidoatieans falsaaveilousedinauAnnIsuNTOMITLALET NTENTHAITUAY

ftat o Bt fuann)

1.  Identification test ATIINTU muﬁszq’lu finished product specification
2. pH 5.0-7.0
3.  Bacterial endotoxin waeni1 5 EU/syringe
4.  Sterility test AT muﬁiztﬂu finished product specification
5. Content uniformity ATITU muﬁ“ﬁsq‘lu finished product specification
6.  water content ldsnnan 1%
7. Residual solvent (Methylene chloride) Lsi3nn31 10.0 mcg/100 mg
8.  Drug release 3 hrs laiunnan 25 %

28 hrs 5¥Wine 45 % 3 70 %

48 hrs lsivpendt 85%
9.  Assay 90-105% labeled amount of Leuprorelin acetate (TAP-144)

E. .I l I I -ﬁ l. (T;j‘]:i'i. }

1. Identification test
Mannitol ASITNU
Carboxymethylcellulose sodium ASITNU
Polysorbate 80 MTIANY
2. pH 5.0-7.0
3.  Bacterial endotoxin waend 5 EU/syringe
4.  Sterility test NI m’mﬁ‘izq‘[‘u finished product specification
5. Content of mannitol laitlosndn 45 me/ml uaz livnnan 55 mg/ml
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qmé’nvmzmmwm Triptorelin powder for injection 11.25 mg

Triptorelin powder for injection 11.25 mg

ljjltlﬂ Triptorelin powder for injection 11.25 mg
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Wursendwdesoeu siausnmniiedvsuia
Tu1 0 Usznause Triptorelin pamoate 15 mg e‘ﬁaam_gaﬁ’u Triptorelin 11.25 mg Tu 1 vial
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dwuil 1 weeUsenause Triptorelin 11.25 mg U5qluN1YuEUIIEaR Usiaanilieviiau
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Identification test

Assay

In-vitro drug release
Water

Triptorelin Purity
Radiosterilisation Efficacy
Bacterial endotoxins
Sterile test*

WLNELWR

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

ATIWIY mmﬁ‘s:q’lu finished product specification
13.5-15.7 mg of Triptorelin pamoate

NI mm?i'i::q'lu finished product specification
laiunnan 2.5 me/contianer

asvsi auitszylu finished product specification
PTIRH MUTITE ylu finished product specification
lain1nnaa 175 IU/container

a29R Y muTiszylu finished product specification

*nsailifinisiaseily Finished product specification nsmmmmmuawiaumnmmamamwswﬂumuau

AYINATaUYUA Bacteriostatic SWI

Tl SR R e S B et

Description
Extractable volume
Mannitol content
pH

Particulate matter
Sterility test

Bacterial endotoxins
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a7aKu Aufiszylu finished product specification
aIasiu sufiszylu finished product specification
A3aH1U suiiseylu finished product specification
NI mnﬁizq'lu finished product specification
AIkIU Aaiiseylu finished product specification
A3 mu‘ff‘l'isqlu finished product specification
MY mﬂuﬁisqlu finished product specification
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Insuline Aspart Penfill 100 iu/1 ml, 3 ml Wi 1/2

qmé’nsmmmwmm Insulin Aspart 100 iu/1 ml, 3 ml cartridge with Pen and Needle

Insulin Aspart 100 iu/1 ml, 3 ml cartridge with Pen and Needle

JUnwY asazaeunmandela Lifd
dmlsznau Tu 1 viaen (cartridge) Usznaumesen Insulin Aspart 100 iu/1 ml luuiues 3 ml
MYULUTTY vssgluvaenusTyeanUmAnndewiaut Viuns 3 ml aldsmiugunsaliagifie insulin pen uag
pen needle lfagumingay uasussyineidasiuua
2a7M - vuuTsYiusiRessEyden dulszneummdidyuasanuuse Tundn fudueny avindauay av
nuiloudriuenliegndaiau
- vumuusuTIYRgees fesszyden dulszneumhndiWyuarauus 'i'uﬁuumq MATLAUTIHER
- fifemmudaiougumpidwmiuiuinmed 2-8 ssnwaidoa vuududs vuussytusivar/vie
NWULUTT
gunsnidnen figunsniiitelddnendo Unnidnen (insulin pen) wa sidu (pen needle)
Insulin pen 1. udausamunu aanseduldeguniaile
2. finusiugn (Plunger) anunsavumiesundulsidne
3. amnsavuauee insulin HAsias 1 unit Tneiifianidvunemeaiulddnauynd oy
4. ansavuanvuiee insurin leielasnisvsundu
Pen needle awsolgsmiu insulin pen Teogramunzay
3. guaudimameiia  wansmseiiasinuawdulua finished product specification musazdend1sas daldan

nzidousid MINMUANENITTUNITEMTUAYE NTENTHAIEITUFY

: Identification ATV muﬁiz‘l.ﬂ.u finished product specification
g UTunausendrdty 95.0 -105.0 % (580-630 nmol/ml) of labeled amount of insulin
aspart
pH 12-16

Limit of high molecular weight proteins Liunni1 1.5%

3% Related proteins

B28isoAsp insurin aspart laiunndn 2.2%
6 Related Impurities lainnnin 3.2%
7. Preservative (m-cresol) ATIIY muﬁi:ﬁq‘lu finished product specification
8 Zinc content #5996 mnﬁ‘s:&’tﬂ.u finished product specification
9 Particulate matter ATIINI muﬁ‘izq‘lu finished product specification
10. Sterility ATITNIY muﬁssq’lu finished product specification
11.  Bacterial endotoxins lainnnda 80 endotoxin units per ml
12. Dose accuracy™® ATV m’mﬁizq‘lu finished product specification
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Qmé’nvmzmmwaam Insulin glargine disposable pen 100 iu/1 ml, 3 ml

1 f'mm Insulin glargine disposable pen 100 iu/1 ml, 3 ml

2. gsuATlY

&l 1
sULuY asavaeUnAntelaluld
dulsznou Tu 1 viaen (cartridge) Usznaumeden Insulin glargine 100 iu/1 ml Tuusuns 3 ml
NYULUTTY Usia'lwaamum'lammumamﬂsmmnwa‘luﬂwnmawnauwsau‘lw WAUTTY 3 ml
aan - uwusIYeidesEyenn duvstnouieididyuazanuus Yunde Tudueny aeiindnuas

wungideusisuenlisgnstaau
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1: Identification A3 muﬁizq'lu finished product specification
2 USunausendAgy 95.0 -105.0 % of labeled amount of insulin glargine
3 pH 35-45
4. Purity test :
- Limit of high molecular weight proteins #3331 muﬁ'iz‘tﬂ,u finished product specification
- Related proteins AT muﬁ'izq‘lu finished product specification
5. Particulate matter AT mmﬁimﬂ,u finished product specification
6. Preservative (m-cresol) AT muﬁ'islﬂ,u finished product specification
1. Zinc content ATIU muﬁswﬂu finished product specification
8. Sterility ATIWIU muﬁiizuﬂu finished product specification
9. Bacterial endotoxins laisnnna1 80 endotoxin units/100 insulin glargine units
10.  Extractable volume Lidesnin 3.0 faddns
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finished product specification waz/w38 drug substance specification
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Bdnwseind

BnaIAuAN YL TauDTIAY

431 wanInIvIeTwiRuAMHERusiueIan (Certification of analysis) Tusnjuilduiuetis

432  waminslaswinunmingiu (Raw material) vesshinddyililunisudnenjuiidndudedig
vouNAnIngAy

881987 Hlauesin Fesdsdieteenagianios 2 mitsussydne dudumunuuanisvandonldasudy

i musluidonmauRinludeiu

nsUseiunuAweTideou

4.5.1. a1ﬁfimauﬁaaﬁmul-ﬁ‘lﬁlﬂﬁaan'h 12 \fipu tuaniudwey

4.5.2 mwm'm'waaua'u m@mammmewmﬂ'lususmwam'smwmﬁmm'quwamau

4.5.3 nsmwmuswm'imm'saumamamwamauLwaaqm'mmﬁsmmmw mhesymsasimisdeios
vaiedulaoglauesai(uie) sxdesdssuiudnamsuiuiimieswnisdinsiinseiuasidy
diuiinveuanlisrofifedes lumsnseiessinuam nsdlimuienlidulununudnsasiame
wu'Jaiwmi‘uaaq'maﬂs"lmuwa'l'mnmsLauaﬂmmmnmwaamauaiwm(wma) way/viegnanlu
adisialy

454 favenauehvdesiudouendlonlndmeey wiailaiansdenanmausenislagiey
fmua Tnglifidouly

455  udnsenansitfusesiniissuunisiiuuazdadasnu cold chain system fildunsgruniumdninest
Good Storage Practice (GSP) uag Good Distribution Practice (GDP)

§ awenan (ue) Busenlisnidndyaneuasurimun fail

4.6.1. ﬂ'sni'uan'l'sefumﬂﬁmiwﬁmﬁTmaﬂs:u’mmmam‘:’mmwmfw‘?aﬁaqﬂﬁﬁ'ﬁmiﬁlﬁmmgwu ISO/IEC
17025 wansesviasisiliiulumunasgutermusluusemavsemasnandidnnsoting

462  nuudedusioiatdgndonifuiunmissmaelasdiinnuanenssumsennsuaserlutaaues
dyaasdoavane

4.63 nimwU{Jcymﬂmnﬂwmnr-mmnmsna'nma'mmnamaﬂsvawﬁwaua"mmﬂaamnamauU'Jﬂﬁlﬂium

wu'na'iwn1waemuawﬁ"lu'iuwms:mwamﬂmma'mmhwmnmianmuauimamunanuﬂmuniiumimmmmm

Tuszzioa 1 U deutudsemauszmnsandidnnsedind

Tuns@iitunsfousmmnnn 2 U axsasiinamsfine long term stability naRAtNeIguRsTtuNATeull

AUdMINIUANENITUNMIBMNIUAZET NTENTWAITITUFUUILEA

finmsfinwauasimdadnld (in-used stability) Migauuail >30 ssrwaidea lifosndn 28 Tu wuans

e s gmﬁ%’m{ o dDOTE. Syl
unnEmafizen funssssued indunsvdadyed anseduugy wndynsudaiuenns awnysal

(Usss1unssunis) (n377:013) - (ns5uM3)



21 wgeRnIeu 2565 Insuline glargine disposable pen 100 iu/1 ml, 3 ml wih 3/3
4 4
4.:30ulvdy 9

4.10. Unmdusauildiuen sewrhunsesvasunslinuuasuanugndeddunsihadweldmumnsgu 150
11608-1:2000 ansausuvunegegnléins 80 gila/dose ansautludleuiurunein Tnslifnnsgeydon
wazdinalnivusmunenligndewmuwunedivdesgass

411 nsdlildedunuudodinanis Anvmi 4 du fo
4.11.1  Quality part vinmsenwnUSeuiisuiiisuiu Reference product
4.11.2  Non-clinical part #4¥i Bio assay study iiewSsuifisumnannsanisiu recerptor kag insulin-

like growth factor-1 receptor (IGF-1R)

4.11.3  Clinical part #9411 single dose cross over pre study, cross over double blind insulin clamp
study, Immunogenicity Wiiefinmnisnssfugiiduiuresinadussesina 12 Wou Tnefvasiides
AnwndSeuiiguriu reference product laiviesndn 6 eu sufsdideyanisAnvindvaaumans/
wndynamans n1sAnyIUsravdnauazanuUasasiy
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