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qmé’n“dmzmwwmm triptorelin 11.25 mg powder for solution for injection, 1 vial

Lfll_aﬂ:l triptorelin 11.25 mg powder for solution for injection, 1 vial

2.quaulanaly

-l - 1 o A‘ o
suuuy \Hhuweenfivdessou slsusieanigedmiudn
dulsznav/ Tu 1 9m Usenause Triptorelin pamoate 15 mg Ssauyariu Triptorelin 11.25 mg Tu 1 vial
' a 'Y . . al & a Y
m?ju:ﬁ‘UiSQ Aun 1 waedsenaunie Tnptorelm 11.25 meg Uiiiﬂum‘UuSUﬁi]U’mﬂ Usaaniariaun

dufl 2 svhazanoiln Bacteriostatic SWI ussglumturussgedaunannderiiau
Tnisapsduussgmuilunvuzussgmeueniitosiuuas
2870 - uussiusineuen feassyliesn duuszneumdifyuasauuse Tusde i’uavumq
Iniindnuasiamsidouiiusl fogadaian
- amnuumwurussIeglies deessylen dudssnouiendWuasauus Sudueny

wazlavTinGn
3. gusuliimanaiia wansesavdesziaanwdulunu finished product specification ausiuaziBeadaanadals
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Finished luct ification (¢4987)
1. Identification test ATIIY muﬁizq'lu finished product specification
2. Assay 13.5-15.7 mg of Triptorelin pamoate
3. In-vitro drug release A3 muﬁszq'lu finished product specification
4. Water lainnan 2.5 mg/contianer
5. Triptorelin Purity ATV muﬁszq‘lu finished product specification
6.  Radiosterilisation Efficacy ATIAINIU muﬁiz‘q‘lu finished product specification
7. Bacterial endotoxins laisnnndn 175 IU/container
8. Sterile test* ATIIY muﬁszu‘lu finished product specification
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In vivo testosterone release test be performed, if necessary, depending on in-vitro test result
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1. Description NI mwuﬁsquu finished product specification
2. Extractable volume AT muﬁ'ssﬁlu finished product specification
3. Mannitol content AT muﬁ‘ssq’lu finished product specification
4. pH AU mu‘*?‘iszq‘lu finished product specification
5. Particulate matter A5 mu‘?iisq'lu finished product specification
6.  Sterility test 937961 muﬁis‘q'lu finished product specification
7.  Bacterial endotoxins #5796 muﬁixq'lu finished product specification
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qmé’nvmzmmwmm leuprorelin acetate 11.25 mg powder and solvent for prolonged -release

suspension for injection, 1 prefilled syr

ﬁam leuprorelin acetate 11.25 mg powder and solvent for prolonged -release suspension for injection, 1

prefilled syr
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Finished product specification (3e)

1. Identification test AIIINU mu‘?’iisq'lu finished product specification

2. pH 5.0-7.0

3. Bacterial endotoxin laiunnin 5 EU/syringe

4.  Sterility test av2Ku Mufissyly finished product specification

5. Content uniformity AT mw?iszq'lu finished product specification

6.  water content ladsnnndn 1%

7. Residual solvent (Methylene chloride) lainna1 10.0 meg/100 mg

8. Drug release AT muﬁ"istﬂu finished product specification

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

1. Identification test
Mannitol ASITNY
Carboxymethylcellulose sodium A5ITNY
Polysorbate 80 ASIINY
2. pH 5.0-7.0
3. Bacterial endotoxin o8N 5 EU/syringe
4. Sterility test #5796 mw?iiz‘q‘lu finished product specification
5. Content of mannitol Laitfoendn 45 me/ml uag lalsnanin 55 mg/ml
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2 Un51AY 2568 Somatropin injection 1.33 mg/ml(4 1U) i 1/2
qmé’nvwztamz‘umm somatropin & iu powder and solvent for solution for injection, 1 vial

1.5'1@&:1 somatropin & iu powder and solvent for solution for injection, 1 vial
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dnsznav T 1 9n Usznaudie 1IABIUIRHI Somatropin 1,33 mg/ml w3e 4 1U/ ml wagdivhazane
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Usmanide ludsunes 1.0 ml
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3. gausutdvavaiie wansnsaviiaseinunmbuluniy finished product specification susieazidundieang
FaldaanziusodinnuAnENITINMIDMISLAZET NSENTHANSISUEY
(0981 Somatropin)

1. Identification A529UAN finished product specification
2, Assay 89.0% - 105.0% of labeled amount of Somatropin
3. pH M39ANUA finished product specification
4.  Particulate matter
W9 210 um Taisnnndn 3000 particles per container
A 225 um laiunndn 300 particles per container
5. Water content A5IIIUNY finished product specification
6. Mass variation #32AUNY finished product specification
7. Sterility #32901UA" finished product specification
8.  Bacterial Endotoxins laiyunnin 5 EU/mg of Somatropin
9. Related proteins A529UMA finished product specification
10. Dimer and high molecular weight #3290 UAN finished product specification
proteins
11. Charged variants #5290 UAY finished product specification
W8GR
NN InTITIATIeNANAINYEY hGH drug substance  luadie Identification, pH, purity tests uagnT2a
vhu'lunnﬁ'a‘ﬁ'aﬁia‘ltlﬁ siun Related proteins, HMW proteins, Charge variants, Host cell (yeast) derived
DNA Host cell (yeast) derived proteins, Sterility, BE , Assay
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(Aniazae)
1. Appearance Colorless, Odourless and clear solution
2. Sterility Test Sterile
3. Conductivity Not more than 25 puS/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 pym lainnnnda 6000 particles per container
YU 225 uym laiunnndn 600 particles per container
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Insuline Aspart Penfill 100 iw/1 ml, 3 mt wh 172

qmé’numzmmzﬂaam insulin aspart 100 iu/1 mL solution for injection, 3 mL cartridge
Fae1 insulin aspart 100 iuw/1 mL solution for injection, 3 mL cartridge

1.
2. quusuliEiily

sUuuY ansazanunAInidela i
daulsznav Tu 1 naen (cartridge) Ussnoumesien Insulin Aspart 100 iu/1 ml Tud3uns 3 ml
VULV ussylumrenussgdaunendotiiou Usins 3 ml Bddsmiugunsalinerite insulin pen wa
pen needle lipgramngan uazusigiusidosiuwas
a8 - uusTYANsRessEyBen diuuszneumsdAyuarauuss Yunde “J’uﬁumq \vindauay LAY
nuidousinsuenliogetnau
- UuAYUEUTIYRENes Fasssylen dulsznaumedifyuaraLLSe ‘Euﬁvumq uaziauTinGn
- ornuuiaieugamglidmiuiuinmend 2-8 ssmieaidea vuutude vuussyiuriuaz/vie
NYULUTTY
gunsaidnen figunsaliteltiingfie Uanandnen (insulin pen) uaz Waidu (pen needle)
Insulin pen 1. whusaunu awnsaduldedeainiie
2. Mudiuen (Plunger) ansnsovuniasundulding
3. anusaufurunmen insulin Iéedees 1 unit Tnefidiauisdounoueailddaaumninnuty
4. asauuanrneg) insurin lidelasnismyundy
Pen needle asalgsauiu insulin pen l@sgamuizan
3. quauiAmanedia  wenisesadwseiaunwduluniy finished product specification amissazeadneane Fdldan

neilousodninnuAnEnIIHNTEIMTUALET NSENTNETITVEY

Identification A5 muﬁisq‘lu finished product specification
2. USunausnendAgy 95.0 -105.0 % (580-630 nmol/ml) of labeled amount of insulin
aspart
3. pH 72-76

Limit of high molecular weight proteins  liwnnin 1.5%

5. Related proteins

B28isoAsp insurin aspart laisnnnan 2.2%
6 Related Impurities llunmin 3.29%
7 Preservative (m-cresol) AT muﬁiw'lu finished product specification
8. Zinc content AN muﬁis‘lﬂ,u finished product specification
9 Particulate matter ATITU muﬁiz‘lﬂu finished product specification
10.  Sterility avaRsY mufiszyly finished product specification
11. Bacterial endotoxins laiurnnin 80 endotoxin units per ml
12. Dose accuracy* AT muﬁimﬂu finished product specification

* P P v Y . & o vl wlv ° ' a v
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Desmopressin acetate 0.2 mg Tablet

w1/ 2

UAZIBIARMANYAZIANIZ VB8 desmopressin acetate 200 mcg tablet (30 Liin/ndas)

1. iaﬂ:l desmopressin acetate 200 mcg tablet (30 Wla/naaq)

wa &

Tu 1 Wla Uszneumeiien Desmopressin acetate 0.2 mg Wiawyariu Desmopressin 0.178 mg

- vuuTIYTusiAeeIEYTeen dudsenaudedfyuaranuuse Tunda Tudueny lavfinge

- AANUUNTUEUTIIRE WoeRBITEYRe diuusznauiendfiguaranuuss wuiinde

2.
JuwuY Jugudle vilasudsenu
dulszneu
(free base)
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MeusUIsy  uTTTlunvuslnaiin Jeatuanuiu
281N7LY
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3. puduiniuvadia

nan1InTIvirsiaunmluluaiy finished product specification mwswaziBendreans Fsldaamuitousedinau

AUTATTUNTTDIMIIUALYT NIENTIWEAITITUEY

Finished oroduct ificati

1.  Identification

2. Ysuuseddgy

3. Dissolution

4. Related substances
-(Glu4) desmopressin + (Gly9-OH)desmopressin
-Mpa(O )desmopressin (Oxidation product 3)
-Any unspecified degradation product
-Sum of impurities

5. Uniformity of content

6. Water content

7. Microbial limit test

D bst ificati
1. Identification

2. YSumshedrdgy

3. Specific optical rotation
4. Related substances

- Each unspecified impurities
- Total impurity

Acetic acid

Water

Microbiological test *

3.0 - 8.0%

© ~N oW

Bacterial endotoxins

Yourir. . P

L3iviu 0.5%
LA 1.5%

el 6.0%
AN Aaisyly drug substance specification
1aynan 500 IU/mg of Desmopressin acetate

S ovvierH

#72RU suftseyly finished product specification
0.160-0.190 mg/tab (Desmopressin free base)

Q=75% of label claim within 30 min.

litfiu 1.5%
el 1.2%
Taiiiu 1.0%
Laitfiu 4.0%
#TI9RU Auiszylu finished product specification
AT9RU Auitseylu finished product specification

A9396U ATyl finished product specification

AT muﬁ‘izu‘lu 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
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© 2 UNIIAN 2568 Insuline glargine disposable pen 100 iu/1 ml, 3 ml wih 1/3

qmé’nvmmamzmaam insulin glargine 100iu/1mL solution for injection,3 mL prefilled pen

1. iam insulin glargine 100iu/1mL solution for injection,3 mL prefilled pen
2. gy
JUuuy asazanpunAndelali
dulsenav Tu 1 waen (cartridge) Usznaumedaen Insulin glargine 100 iu/1 ml Tud3aas 3 ml
NYULUTTY Uiﬂ’luwaaﬂum‘lamwsumamﬂs'm'mL'ua'luanmau‘uauwsau‘L’d WIAUIY 3 ml
aan - vuusTyieifesszyfiosn duuszneumendduazauus Tunde auauma @finauas

v deusiiuenl ot edaiau
- yumuzusITetnlion fassyylen dulsznaufendfyuaauus "J’u?Tumq waziaviindn
- fermuuinouguuglidmiuiuinmend 2-8 ssmwalea vuududs vuussytusiuag/vie
MPULUTIY

3. guauiAviauneaila #amsnsvinseinuaduluaiy finished product specification museazidundreans Faldan
neigusadinnuANENTIUNMTOIMTUAZEN NTENTIENTITUEY

1. Identification AT m’mﬁssu'(u finished product specification
2. Usunausiendny 95.0 -105.0 % of labeled amount of insulin glargine
3. pH 35-45
4. Purity test
- Limit of high molecular weight proteins #5730 audise :bu finished product specification
- Related proteins A529H U muﬁsstﬂu finished product specification
5. Particulate matter A5 muﬁiz‘q’lu finished product specification
6. Preservative (m-cresol) NI mu*?'issq‘lu finished product specification
7. Zinc content AT muﬁ'szﬂu finished product specification
8. Sterility av29RU Auitszyly finished product specification
9. Bacterial endotoxins laisnnAdn 80 endotoxin units/100 insulin glargine units
10.  Extractable volume liitlounin 3.0 Naddns

weme  Drug substance specnf‘ ication wmiimi!'m'lmLﬂi'lumlmwwam drug substance D! 'l‘U’JLﬂﬁm‘umwwaﬁmﬁﬂtiﬂiﬂ
QUUIQQUUMUQ Iﬂawmsmammswmmuu,a“ms’mmu'luwnmﬂammwuﬂ

= P .

Yern) o oA ovnen ﬁ»wms mﬁSm.m\(
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4.1.

4.2.

4.3.

44

4.5.

4.6

a7

4.8

4.9

4.10
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4.12.  Tudwetunsidsudriuen ne.l vie 8.1 wiouseasiBeaiifenismuauamunmussdnsusiauid unsdeu

(finished product specification) Wagtanimuaamunwyedingiu (drug substance specification) nstlfogTEning
nswa auuﬂamfﬂmwummvmmuumanmsmwauﬁlﬂ (8.5) 4W3aY finished product specification waz/m3e
drug substance specification
wnasfuseunmssunIkdne1 JrandesdlionarsiuseunasgiumsninginamdninaeiuagBnsitunisudne PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tumnaeriiiauess Tnemiseu PIC/S participating authorities avu
anganuseunsnnsdeulaeiinanisiusesdiviulsenasznnsadidnnsedngd
lenansAMANYaILYEIETIAUETIAN
431  wamsenvaTiguaweEnusivesndn (Certification of analysis) lusnsuiidadusedng

432  waminswaswiaunmingdiu (Raw material) vessedAgildlumsndnejuiidalusiodivosininingiv
Modeen Jlauesim desdwheteenatielios 2 mieussyiug SuduiumuuanseaziBusldpsudumudidvun
Tuhdenuauiivhluiiu Tnefijunsndadeaiuiulule 4.3.1 uae 4.5.1

maUsefunuametiidawey

45.1.  iidwevdesdiongliléliviosndt 12 Weu uriniudeeu

452  gmnusiidmou wwdewdd I masluiusamanIsITITIRTwieuTideou.
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455  uanuenansfifusevindssuuntsivuasdadeendu cold chain system ﬁlﬁmmﬁwumwé’mnmﬁ Good Storage
Practice (GSP) uag Good Distribution Practice (GDP)

§ auesie (une) Busenlisnidndygreunsurmun il

061 nsdnanIsduATITIATIEiEi TaonsuinemansmsuwngviaviosUfiRnsildumsgiu ISO/IEC 17025 nans
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AMZNITUNTDIMNTUALET NTENTNAITITUAVLIMAA
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4.30ulvdy q

411, VnmBugduilldive fesinumsnraasumslinuuasuanseugniadunisthdseldmuinasgiu ISO 11608-
1:2000 annsaUFurunaegeamlae 80 gilw/dose ammsautludousunundn Tnglifianisgyidee wasdinaln

: Amussungligniesmuuneniiviasgate '

012 nsdlbildedunuudesiinans Anwia 4 du Ae

4.11.1 - Quality part inmsnwUSsuisuiisuiu Reference product

4.11.2 Non-clinical part #faevi Bio assay study WaSeuiisunruanansansdu recerptor uag insulin- Like
growth factor-1 receptor (IGF-1R)

4.11.3  Clinical part #8391 single dose cross over pre study, cross over double blind insulin clamp study,
Immunogenicity Wiefnsnsnszdugiduiuvessmadussesnm 12 iweu Tnefidaiidasfinuiuioudiou
fiu reference product hitiesndn 6 iheu sauteiideyan1sfnvindveaumans/ndunarans nsdnw
Ussavsnauazaulasnsiy

413, faduniouldlidesndin 30 Wadusenaes
4.14. :'J'Lanmsf‘huuzﬁ'lLﬁmﬁ'un'ﬁ'l%'mﬁﬁmﬁ'uﬁﬂ'w uazISnsdauaznislduinndmsuie

< - PO I
Y. P &wid  ovdoTr fnens  eoAsnsa
y - ¥
wrgvietanis ansAn ndansvedyrd arseduvin wdgnswdgaiuenns aeeysal
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2 UnN31AN 2568 Sevoflurane inhalation liquid wi 2/2

SIUALIDUAANANBULIAWIZUBIBN sevoflurane 100 mL /100mL inhalation vapour, liquid, 250 mL bottle

1. ;LE)_ED sevoflurane 100 mL /100mL inhalation vapour, liquid, 250 mL bottle

2. gruaulianaly

sy Wuasazarela Lifld
dnuszneu Usznaumiesiaen sevoflurane 1009% v/v Usu1ns 250 ml
MPULUTIY usTylunvuzlnain Jestuuas Tnensuzussgedessunsonauiiussiurenheimely

AMTULVTTY ‘lﬁﬁwuﬁﬁ%mﬁuﬁ'ﬂmmuam Lideatensnnuan suiannsorediiuiaienile
saveviingaauls Wussuuln Teghiseddgunsaliatutiglunafimien wetasiumsis
NT¥LVDIYIANAAY
NSy - yussyiuisey Feen dauuszneumdWguaraus Susde 'S’u?zumq \nTindn uasian
neileushiuent fogedaay
- UuATUEUTTY pEtpedassrylien duusznaufietdifty AN ﬁ'uﬁ"umq
uaziavinGs

3. guaulinanalia xansnsavieseinaniwmdulusu finished product specification musteazidondsans Fald
amzilgurodninuANENIINNTEMNTUALET NITNTRAISITNAY

1. Identification a729RU Auitssyly finished product specification
2. Ynudeddgy 99.9875 - 100.00% labeled amount of Sevoflurane
3. Refractive index 1.2745-1.2760 7 20°C

4. Acidity or alkalinity #72arU Aufiseyly finished product specification
5. Water TaiiAiu 0.1% w/w

6. Related compounds AT muﬁssq‘ln finished product specification
7. Limit of fluorides TaikAiu 2 ug/mt (2 ppm)

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

4. Revlvdy

fiauesimsasduduunmeneienans wisnawmefiofesusonenansinuiisun swavduadsi

4.1 nanmmslésueygatunsfousisus e mningluysemelneg uavduns (declare) uvdandn

a.1.1. Tuddmstunaideusi$ue WWud ne.2 o3 ne.d vie .2 udwsinsd

0.1.2. Tudwefunsidou ne.1 wie v.1 veseniauesia wiauTwazduniilonsAIuANANAWYBINENS U
mufitumeideu (finished product specification) watarimuanunmyasingdu (drug substance
specification) ns:ﬁﬁagﬁwdwnmﬂ?{auLquLtﬁhuﬁmﬁmw’faqLLuULanmsmwauﬁ”Lm (8.5) snwiou
finished product specification Wag/m3e drug substance specification

4.2. LPNANTIVTOWINTHIUNTHEARE
Andsdpsdilenansiuseunnsgriumsuinemumdninusinaz3insimlunisndnen PIC/S (Pharmaceutical
Inspection Co-operation Scheme) TagviaeaTu PIC/S participating authorities atua1g@anmsoUnS
asvapulaeiinanisiuses feiuusemadseninsndidnnseting (e-bidding)

L an~ & s -

Lk S s Uy Muyns  kansnl

wrwdnedeurn  AennsAn wndunvdidnysd ovsuduuigy indnsvdatuging mau(;sni
(Uszaunssunis) (nssums) (hy5unns)
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4.3, lBNENSANN WYL TaUESIAN
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