ﬂmﬁnwmmawwmmm TERIPARATIDE PRE-FILLED PEN INJECTION 600 MCG./2.4 ML.
1.3981 TERIPARATIDE PRE-FILLED PEN INJECTION 600 MCG./2.4 ML.

2.AnuautiAvhly

2.1 Uuuy Juansazanela Wdd dwiuie

2.2 dulszneu  UseEnaumiesie Teriparatide 600 MCG. (250 MCG/ML.)

23 wuguUssy  ©1U3una 2.4 ML. usIgluvan siliconised glass Typel Uuu
PRE-FILLED PEN

2.4 2870 - sgyfieen druusznauiedAguazauuse Jundn fuAuoy waviinas
wasawnzidoushueniegrednauuuussgsine
- wumeuruTIegstossessryesmiedennamsi awa
PMUSWetEn Waviian Tudueny Logadnay

3 puautAvianaila : Finished Product Specification

HansRsIATIzamn LA finished product specification wa drug substance
Specification  #i8n4B3anundusuiiieniu FeleaanziDourad N uANENITUNNTO M TLAZEN
nssvsEssiE  sndashiuilisdsienfuatiuiifieunimielminduesgunduiiule
ffunils masynANsENTIIEsITgY 15093EYTS1E0 WAL 2561 arfufl 6 Sunau we. 2561
(asUsynAlussRengununiud 12 nuaniug 2562)

3.1 Identification test psrEumuituns v o.e.
3.2 Assay 95.0 - 105.0%

3.3 Extractable Volume NLT 2.4 ml.

3.4 pH 3.8 - 4.5

3.5 Sterility asasusmfiTunzdoutu o.e.
3.6 Total related impurities <3.0%

ANZNITUNITANUAAUGNBETLANY

(Wpsu1  UI5UINY)

............................................... NI5UANT
(WBaIsaNa  bWSuLUAUN) /-2- Qaulvdu



-3
4.2.2 asamdusrdndiannerausene Qmﬁmﬁaaﬁaﬁmewd’]wﬂ’aﬁa%iaq
a v & aa aa a
UINIFIUNIINARLINUNENINUIUALITNITNALUNINERYY GMP-PIC/S B4
Useinednanatuarganiuseunisnsivaeulaeinanisiusesisiudsenie
UszmasiAdidnnsaiing

4.3 (ONANIAMININYBIL LU TIAN

4.3.1 NaN15ATIVATIERAUAMKAR ST U e1d 153UV EHER (certificate of
analysis of finished product) Iumi;uﬁ?idlﬂuﬁ';asj’m

4.3.2 nan13n3IATIwRRAUNINTRGAUYRIIENd ATy (certificate of analysis of drug
substance) Mdluniswanensuitdadusessiaesinansuasindningiu

4.3.3 nansnsondngududuainuduiusseninegunsninvesingiuveiie
#1#1y (drug substance) 48 4.3.2 Augun1swanvondnfusierdniagy
(finished product) 98 4.3.1

4.3.4 nan13An®I long term stability maaw’d'sqmqmaqmﬁﬁuwLﬂauﬁﬁ’uéwﬁnmu
ARYNITUNTOMITUALEN NTENTNATITEY

435 ﬂszﬁl,fﬂumﬂa;u vaccines , blood products fa43itena133UTOITUNITHER
(Lot release) MMNNTUINNANANTNITUNNEG NTLNTIEATITUEY

4.4 fneg1een
4.4.1 fiaussnn desdinogeenagneen... 3. nieussiud Fuduiununans
wazdealdnsuiumunimusiuideamau TR Ut Wiy

4.5 nMsuseiunuamedwey
4.5.1 pdseusoiongldlalidesnin.. .. 18.... . Aoutuaniudieu
a ¥/ ] ° 1 U a '3 ! a
4.5.2 gneafidweu Ixspsddnnnengluiusesraninsaiiazieniuiidaey

ANTTUNSAMUAANWULIANY

............................................... UsEEIUNTTUNS
(WeUssae wWsesUsyan)

N3IUNNT
(wesh  Urganiine)
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(W18D5SONA  PWSULIVUN)
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4. Roulvdu
Fravesmdestunanmildesuses niouaansiietoiuseuenasiauiisng
FUavIBYAcll

4.1 wnansmsldfueygatunadoumiuenitosmingluusamdlneuardunsdectare)

WARINER

4.1.1 luddmstunzideusiuen 16ud vie.2ne.3 ve.4 vde 8.2 udusinsd

4.1.2 lurveatunsidou ne.1 e 8.1 veeiauesna nieuseazduaidenis
muauQmmwmamamﬁmsﬁmuﬁﬁummﬁau (finished product specification)
wWagdaNIMUAAMAINYDITNYAY (drug substance specification)ns &1 o g
semiamsiasunlasdludiuiurzdesuuienaismsveudly (8.5) mse
finished product specification wag/%38drug substance specificationlngue
wAlansutulseniauseninsiandiannsetng wazliifiu 2 U s Juusznia
Usgmnsandiannsednd

4.2 1PNATIUTBWINTTIUNNTHEN YN

4.2.1 nydlemanlulsemalng JuanfedilonasiusomInsgIuNITHaALIAIY
waMNUTLarISnsAAlun1SARET PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lmg U891 PIC/S participating authorities w30 i
lNasSUTeRIEIUNINAREIIMENINaeiLAr 3B SR luNSHERE YRS
N NUANENIIINSEIMSUATEN NSENTIANSIIEY et mundulneiieany
aonndosazinfisuiundninasinagisnmsiinlunisnangn PIC/S Tunnnend
l@uev1e avtuaiganusauntsnsiadeulavinansiusesiviulsemedszme
siBanvsednd

ARENTTUNTAINUARANYUZIANY
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4.5.3 maﬁﬁwﬂaaiﬁsuﬂﬁvi’wmszjm@hafmmff“ia'wa*uLﬁadqm’m’?miwﬁﬂmmw el
Mnszimilsdeieweieth lneflauesa(ue)assedeiudnmudiuaui
whesynsdnslnseiuanduliuineualdieiifeidesdunmnsainsey
Ao nsdfinuinelidulumuaudnvugzians vinssensveanuinslisy
fisannsiauesimedindnvesiiauenmuieuas/ viofuanluasuioly
4.5.4 fauesa(fuieRsfesiudsusileslndvunoty viadlainnisideuanmee
Usgmslaqneurvualaglifdeule

4.5.5 nsdiduenifeafuinuiigungi 2 - 8 ssmuwalvadosionansuansiiissuuns
Wunardndsendu cold chain system ﬁlﬁmmgmmwé’mﬂmfl Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)

4.6 tenansoue
4.6.1 nadleiauslaildenduuuu (original drugs) Fasfiienansnansine bioequivalence
YosenavesmSoudioutiuenduuuy Ingisnsinwdoadulunumdninaeinas
WU URluMsAnuiiauyaveseadguesdinnuanznssunMsomIsuazen
NIENTNANTITUEY
4.6.2 nsilueniidesazans/Feaeneuld fesinanisinmanuasanwvidinisazane/
e luivhazaiese) asudiunarasanassiulonalsiiuen

[

4.7 gauee (§v1e) Bussulvisnid@ndgygrneunsufvun
4.7.1 n3dinanisquasaiinsizderdannsuinermansnisunnslifuluana
N IFINTDAMUA
4.7.2 ﬂiiﬁmamﬁm‘ﬁ&’l‘tjﬁﬂ‘ﬁgﬂﬁﬂﬂLﬁ‘Uﬁu%’lﬂﬁENGlaﬁﬂiﬂﬂﬁ’]ﬁﬂﬁuﬂmsﬂﬁuﬂ’]i
owsuazen Tutanavesdynasiessany
4.7.3 nsdinudymamnmainudn fasienifiondmareusyiiuauazaulasnsi

sofUlelasue
ANYNITUNITANUAREN YAUTLANTY
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