25 pA1AN 2564 Somatropin injection 6 mg w1 1/3

qmé’n'&mmamwawﬂ Somatropin for injection 6 mg/cartridge

Liil&:l Somatropin for injecction 6 mg/cartridge
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dulsznou Tu 1 waen (cartridge) Usznausiesen Somatropin 6 mg/1.03 ml w38 5.83 mg
somatropin/ml
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3. qusuvimamealia wan1sasninswinunmidulua finished product specification muswazBundsan
FaldmmzJousiodinauauznisunsemsuare nsenseas g
Final lot product

1.  Identification

Somatropin MIWUM finished product specification
Sucrose M52 UAY finished product specification
2. Assay
r-hGH assay 90.0% - 105.0% of labeled amount of Somatropin
Phenol content AU finished product specification
Extractable volume M9I9UA finished product specification
4.  Particulate matter
WA 210 um laisnndn 6000 particles per container
YU 225 um laiannndn 600 particles per container
5. Relate proteins MIWUAY finished product specification
Dimer & High molecular weight (HMW)
6. related substances A1 finished product specification
7. pH AR finished product specification
8.  Osmolarity M5796UANY finished product specification
9.  Sterility A5I96IUMY finished product specification
10. Bacterial Endotoxins Lsiunndn 5 EU/mg of Somatropin
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4.8, lunsiifunsifieugnninnni 2 9 sxdiesiiuanisfine long term stability Aaeat e gaseiitunadeoulifu
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Desmopressin acetate 0.1 mg Tablet w1/ 2

i’lEJastsﬂqmﬁ'ﬂ‘emzmwwwaam Desmopressin acetate 0.1 mg Tablet

m Desmopressin acetate 0.1 mg Tablet

2. aauTangly

druusenau

28N32Y

Jluuy Duende wdinsuuseu

(free base)

s _a Y &
Muuzussy  ussgtunvusleadn dosturuiy

wanzideuisuen Pagradaau

Tu 1 in Usznausmesen Desmopressin acetate 0.1 mg iauyafiu Desmopressin 0.089 mg
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3. auaNUANIamaia
Han15n3IAAs eI duluaN finished product specification mus1asiBendneans dsldanuousediingy
AMZNITUNTOISUALET NIENTHATITUGY

Finish r ification
1. Identification

2. Ynsendrdyy

3. Dissolution

4. Related substances

- (Glua)desmopressin + (Glyg-OH)desmopressin
- Mpa(O)desmopressin (Oxidation product 3)

- Any unspecified degradation product

1

Sum of impurities
Uniformity of content
Water content

Microbial limit test

nv9Ru aiiseylu finished product specification
0.085-0.095 mg/tab (Desmopressin free base)

Q=75% of label claim within 30 min.

Laiifin 0.7%
Liviin 0.7%
L3ifin 0.7%
T3 2.0%
ATIANIU muﬁimﬂ,‘u finished product specification
A3 muﬁ‘ssu‘lu finished product specification

M99 U Aiszylu finished product specification
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4. Joulvdu
wLauaﬂmmawummmwmmanms wsauaqawua'uai'usaeLanmﬂﬂamumuw Meanduadsi
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9819
1.1.2 wamsm’mLﬂﬁmmmmmmmwaammmﬂry (certificate of analysis of drug substance) ﬁlﬁummammsuwauﬂu
fetisenineuavindningiu
4.1.3, Lana1WﬁawanmuauEJuﬂ11uauwu55~mmumwamanmmwmmmémm (drug substance) %9 4.1.2 fujun1sHan
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Leuprorelin acetate 11.25 mg for Injection

ﬂmﬁn‘umzmww‘umm Leuprorelin acetate 11.25 mg for Injection

o

1. ey Leuprorelin acetate 11.25 mg for Injection
2. auaulAvily
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3. puandinawetia nansnsaniessinuniwdulua finished product specification way drug
substance specification ausIEazidATIIa1 Fslaaanzideurod N uALLNITNNITIMNTHAZEN NSENTIT

GULREDIGL]
Finished product specification (x381)

1. Identification test

2. pH

3. Bacterial endotoxin

4. Sterility test

5. Content uniformity

6.  water content

7. Residual solvent (Methylene chloride)

8.  Drugrelease

9. Assay
Finished product specification (#2%i1azais)

1. Identification test

Mannitol
Carboxymethylcellulose sodium

Polysorbate 80
2. pH
Bacterial endotoxin

Sterility test

Content of mannitol

WANEUEINEET TUNIISTIUNR
(Usesrunssunig)

Lna'unswgaazy'ua E)'ﬁEJ‘UEJ'lﬂZy

AT muﬁiz‘tﬂ,u finished product specification
5-7

LsisAu 5 EU/syringe

ARt aitszylu finished product specification
AT mu‘ﬁ'izu‘[u finished product specification
TaiiAiu 1%

134y 10.0 mcg/100 mg

3hr v 25 %
28 hrs  SE¥IN9 45 % 69 70 %
48 hrs lyivaenii 85%

Wn1/3

'lu 1 94n Usenaumensen Leuprorelin acetate 11.25 mg UsTlun1vuzUIsYednusAen

- naawssamauan (ﬂENiu‘U‘UEJEJ'] muﬂiuﬂaummmmyua AULTY JUNER 'J‘uﬂUEﬂEJ

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

positive
positive

positive

5-7
TaitAiu 5 EU/syringe

ATIIY mmﬁ‘iz‘tﬂ.‘u finished product specification

Litlosndn 45 mg/ml uag laifiu 55 me/ml
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4.1, LanmsmﬂmuaummumLuaumsumtwamwuw‘luﬂmwﬂlm wazd1ung (declare) wiaanan
4.1.1. ‘lumﬂmmwummaumsum oun ve. 2v8.3 ne.d 39 8.2 LausnIel

4.1.2. 'lum*ua*uuw%uau .1 w30 8.1 Yo iauesIA wiauswaziduavdonisnivauamunwesndadusinnud
Funy e (finished product specification) way ?Jaﬂ’mmﬂmmwuammmu (drug substance specification)
nsmwaﬂsvmwmsmaauuﬂamﬁl‘mwumevmamumanmsmwauﬁ‘l‘u (.5) 139y finished product
specification uaz/v3® drug substance specification lnevaufluneuiulsemeausemasadidnnsetinduay
Liviiu 2 ¥ o Judszmadseniasanddnnsedind

4.2 leNANITUIDWINTFIUNMIHAREN

4.2.1. nsdlemdnluvsewelng udndioslionansiusennasgrunswdnemumdninasiuagiinsislunsudne
PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iaguiagsu PIC/S participating authorities
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4.3.2 HaMsNTINNATIENAUNWINGAU (Raw material) ‘uaamﬂ1mﬂmﬁ“l{ﬂumiwamawwwaQLUumaaNm‘uawwam
guarininingdu
4.3.3. ionanavisevangududurudiiussewinaiqumsndavesingiuvesiaend iy (drug substance) 40 4.3.2
fiugumswanvedn iusierdniagy (finished product) 4o 4.3.1
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qmé’nummamwaa Triptorelin powder for injection 11.25 mg

Lfiaﬂﬂ Triptorelin powder for injection 11.25 mg

: vac':]l

JULLY Wunsendimiesdeu vliausanniedmivin
dulsenav/ Tu 1 9a Usznausie Triptorelin pamoate 15 mg &vauyariu Triptorelin 11.25 mg lu 1 vial
AYULUTIY dwfl 1 mewUszneume Triptorelin 11.25 me Usslunwuzussendn Usiaanideviauwm

daufl 2 Fvhavanewila Bacteriostatic SWI ussglunwurussgendaunannidordaut
Tnevaaesduussysuiulunvusussgnsuenitosiuuas
aa7n - vuussyfusinneuen Fessrylen duuseneusiddyuareuuse Surdn i’u?;umq
iviindnuasiamesiousiunliegedaeu
- amnuunYurUTIestiey Fessrylien dulstneumieddyuaramIus fuﬁ"umq
uaziaviinan

3. quaniAmanein wansavadeszinanwiuluau finished product specification musgazideadisans
Faldannzidoused N NUANENITINNTOIMITUAYET NTENTHAIBITUEY

Finished Juct icabion.{ )
1. Identification test AT muﬁsx‘tﬂ.‘u finished product specification
2. Assay 13.5-15.7 mg of Triptorelin pamoate

3. In-vitro drug release ATIVNIU muﬁszq‘[u finished product specification
4.  Water laitAiu 2.5 mg/contianer

5.  Triptorelin Purity as2asi1u sudiseylu finished product specification
6.  Radiosterilisation Efficacy ATIWU mw?isz‘uflu finished product specification
7.  Sterile test* AT mu‘ﬁssu‘[u finished product specification
%  Bacterial endotoxins laitAiu 175 1U/container

MNENA In vivo testosterone release test be performed, if necessary, depending on in-vitro test result
* nsdiftlaifin1sTiAs el Finished product specification ﬂszummmmwawsauLanmsuamnﬁmmmumuau

fvinazanuyila Bacteriostatic SWI

1. Description AT muﬁis‘lﬂ,u finished product specification
2. Extractable volume AT muﬁszq‘lu finished product specification
3. Mannitol content AT muﬁ'i:ﬂﬁlu finished product specification
4. pH AT mu‘ﬁiz‘q‘[u finished product specification
5. Particulate matter AT muﬁiw'lu finished product specification
6.  Sterility test ATIVIU muﬁizﬁlu finished product specification
7.  Bacterial endotoxins ATV muﬁizu'lu finished product specification
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1 = ] o
fauammdesdudiunamiioienans wisuawmeiledesuseaenansiavdiisnns swanduadel
a.1. wnamnsIfsueygmiunsdouiduiies wiineluussmalne uazduns (declare) undswan
4.1.1. 'Luﬁ'lﬁ'fun'asifuw"tﬁauo‘f"i%'ua'\ oA ne. 2 8.3 V9.4 N30 8.2 UaLANTal
212 Tufwetunndou ne.1 vie v.1 veseniauesien wieuswandesdomsmunuamn weHn sty
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