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Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen

Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen
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3. Finished product specification:

i Test Items Specifications
3.1 | Identification Complied with finished product specification
3.2 | Assay 95.0% - 105.0% of the labeled amount of rhPTH
33 | pH 38-45
3.4 | Sterility Complied with finished product specification
3.5 | Bacterial endotoxins Not more than 100 USP Endotoxin Units/mg
3.6 | Particulate matter
-Size > 10 pm Not more than 6,000 particles / container
Size s 25 pm Not more than 600 particles / container
3.7 | Clarity Complied with finished product specification
3.8 | Sterility Complied with finished product specification
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Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen
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5..nuNUsEEUUSEaNSNIWE951A1 (Price Performance)

Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen

Fauuswinuasiwiinasuuy ek
fanUsuan vminAzuuL
1 579P17aue 40
2R IUYBIAUAMIOUINS 55
3.M5USNITUAINITUNEY 5
‘ifamnsmm 100

faudswdnd 2: innsguvesdudviouing (eruuuiiin 1000

ar

AuUTIB9 UminAviuY
1AS NGRS 60
2319391 URNS 20
3 aruantBiseusHluminensu iR 20
33U 100

7 muﬂ‘ssam 1 mﬂjg_uﬂﬁﬂmm (AZUUULAY 200)

atetay

1.1 m‘s'S"U'iaaqmmwmwﬁmﬁmﬁ 1 1 Tu 5 AvuuuLdy 100)

(n) Lﬂumﬁaa@uﬁrﬁs’laﬂﬁmﬂmmw'vm WHO List of Prequalified Medicinal Products

(v) Dueveglulydsetendndueiornunmuazinds (Green Book)
lpgnsumemaninmsunng a1 - Jagiu

(M) L'TJLImﬁaq’iuﬁ'fu%‘i'la%awﬁmﬁmftmﬂmmwuazﬁwﬁm (Orange Book)/EMA, Purple book

(4) WWuendeeglulnydnetondndusienlaiunmsiuses (Approved Medicinal List) T
winnelsameuianguanuuwnemaniuvisussnelne

(9) iusndsiinansaniessisnduulitosnin 3 jumskdedsidemsnaiinseidesl
taunivwhiefszylu Green Book atiudnaniiusingsemsendeaniydeiunianuiated
ssylunnandAflsmenaussmatasiansinszidieng iy 3 Sduaniuilduns
fusemamsissineTulssmausmasmdidanseind analinseilaees fiinisd
LildvipsufuamsvosndneuaserujuRinis muninsgid ISO/IEC 17025 anvidigdu
accreditation body fitensulusyfuaina wielagdrinnunasgrudesyfiints
ATUINLINARTNTUNNE  NTENTNEANTITUAY

ATIUNTT

(UW. A3
GPU 657592 [V2511]

/2 A Do Wl g @?W>N§)'

uni) (ney.nuaduyl Baudivseiasy) (ney.01nA3 ANed)




1.2 Yoyaatuayu AnyTeRmnWNEnSwe 100
(dondeladonds minfunn 1 hdeliidendeiifinsuuunniiae)

1.2.1 nsdindnfaueisnduiuy d5enunsanumunainfwanidassansawees 100
grildlunissnen asiifuilunsarsmmensuwgfundedie

1.2.2 nsallidlgendunuy fssnunsinwimeedinfivsuendeuszavinmuesfue 100
FuLUUMS I IBUNSANEINeRaTnTiuanatiauss Ansnmveeenildlunisinun asdiRuwly
Msasmensundidetie (dendelatenis minduinnin 1 vdeliidendefifinsuuu
mnﬁqﬂ)
(n) 38msdnwiiu Randomized controlled trial wasinsAiuwlusamunsuweindede 100
() F3msAnwiiu NON-Randomized controlled trial waziinsiifiuwlusansymanswwvgiindete 90
() Fnsfnwndu Comparative studies WU cohort studies kawdinsARulusasMNISUNNET 70
udede
() 13wy descriptive studies Wuucase report or case series (3189ughe) waziinisAfamily 60
MIATINNTUIETULTeie
(3) dondeladenis 0

(1) m3finwdy q MAesumuaenisvetsuay/misrulaendoveilaiue

(2) viadiede (n) w3e (1) w3e (A) v3e (4) Al EmsiRumlunsasmemsuwdiundede

1.2.3 pweds nsdiluen Biosimilar fasinisiusesludeusldideanuiuenduwuy 100

e d o ates
2.07uU55091 2: WINTgIUVRIUJURNS

=

(AZLULLAY 100)

2.1 ¥ UANSARIUNTFUTBIANANITAMULNATFIY ISO/IEC 17025 ANuNIsVndey
nandsiiiauesn luseniseaeumunuantivamaiiainvug

e ; z o 1% v
Finished product specification Mifvualiluamuanurlusisnisiasiuyieinga

(n) Assay or potency

40

(v) dwudenaasudu q Mnde MuualinzuuuTIiuWIiY 60 MNeTIATUNNTITE
H1U9U VD LAV T DN TR AIUAATIUUALILL FPS Wnaudndiuin 60 Azluy tawtls
Fy = s ' =l b7 [ ar
Yu (MAtey 2 dwudd) leswasnisinzuuulsimasussunnunu

60

2.2 winll@suses Hea JuRnsiienunIsSuTeIRLANNTONINUINTEI ISO/IEC 17025
PINNSUINEEARINIIUNNE (Fante (1) n3e (2)

60

(1) SwisdeuaninisvesusasanuainsaeslfuRnisunsgu ISO/IEC 17025 910

= 3 LA = - s Ll ‘4
NIUINEIMERTNITUNNE Al IvedaunaninsieNiaueIAluTIEN1INAGEU ATINEBY
pRanAaNTEnImata 3 lot Taevieaufuiinis ISO/IEC 17025 nlallaguan el

A3UNTT

(UW.Fag
GPU 657592 [v2511]

2o e 3»@7""7‘7"§

s1vunyd) (ney.nuaduvt daudiuseiass) (ney.01nes augd)




Finished product specification ifnualiluaudnuaslusiens svdnueiiings

(n) Assay or potency 24
(1) dwdonaaeudu q fmde fvualinziuusiu 36 mnasavAsuyNiate dvn 36
witelawadenilsmuiiruualalu Finished product specification Wnaenau
dndhuann 36 wnilatu adey 2 fuvis) Tnendonsliazuuudedinge
Useanufiu
(2) Srawznideuaninmsvaiusesanuanisn HesUfiRnisfiauunnsgiu ISO/IEC 17025 30
PnnsuAnermaninsunnd Inglifnmmeseundnsasioniiauesienlusiensvagey
as2vdeUnsILAuENTAMIamATia 3 Lot TnevesUfuinig ISO/EC 17025 lallagndn Yoil
Finished product specification fifnuslilunudnuvarlusemsnvdiusioiinsa
(n) Assay or potency 12
(1) dutenadeudu q fivde Avusldazuuusiu 18 mansreasunniade S1v1e 18

Watelavtentanuiiniuualilu Finished product specification ¥inaanaa
Fndruann 18 ewlatu (meatesu2 dunu) Tnswdsnsivazuuudenvdoussuiunu

o = wad & ' a wa
3. fuussesd 3: auaudAneysylendsonsufineu (Azuuudn 100)

o o
i T

S
e R
EE

1.2871nU353%081 Lot NO. Judiueny yn q wihetey

15
2 ieruudndeulidafivend 2- 8 esriwadsa wagvhumsuguds (Do not freezing) 25
VLU
3. ussedusitasiuuan q wihegey (SeAuniieges 1Wu feamp, Ae vial ) 20
4 suwvuiduunnmfendedifinng Ui fwiueuluwsiasafaigiasdnm )

1]

nswanUasunsi e mNeny

= I o 1= Y o d i
3.1 uanwasuldiduduu Inglifidedmunieulals 4 lunisuanwasu

3.2 wanwasuldlasinia 50% wsefidoulvlunisuaniUadsu

N33UNIT

GPU 657592 [V2511]




LUU Un.ob

AMSI9ULENINRIVUTEI N A UIndTSHaS1eazienAn Luae
as 3 s dﬂ ] L]
N1590Y9IAINI LY91UNa59

4 & . . —
. ¥9lasan1s UseniasiAaiegn Teriparatide boo mcg/o.e mL solution for injection, lo.€ mL prefilled pen
Ine3sUseninsimdidnnseiing (e-bidding)

. wdsuvadlasins lsmeuagesstil nguanundunsss

. 2Gusussanuiilasusaass
- E ¥l A L5
06,000,000.00 UM (Auldadrudataudaniuumain)

s J o = at d’ at
. '21J1’Iﬂ’]‘p‘lﬂﬂ'ﬂﬁ"lﬂﬁ"l\‘l(ﬁ']ﬂ'lﬁ'mﬂﬂ) £ '?I‘LE'V{EE SUIAU wa'os

MUY coo prefilled pen’
IA/NU2E e, meb.do UM /

- = 5 EJ i
Wuku eo,emo,000.00 UM AuBadudauaulaniiuumiiu)

" “ -
d LL‘v’lﬁQﬂu’l‘llEN‘i'lﬂﬁﬂﬁ'N('5'1?!'15'1\18\1)
o ' L d o ot - s
USEMAAMENTTUNTNRIUITESUVLILAITIR 1383 NTUUATIATNANET AUUAITIWNINIYUNYT s NUEIUU bdoc

a v v dwe v a
.9y E]lﬁqﬂuqﬂﬂﬂq“uﬂsqﬂ'\ﬂﬂ'\‘ﬂ('i'lﬁ"lﬂ'l\iaﬂ T‘!ﬂﬂu

b.e WNgaNdNwal Sidensaiin Use5UNTTUMS
blo WNAlgYLY Ealning N3IUNTT
b.n UNAMINMAT ANLd N33UNS
b312921L59%
AWDoY UTEEIUNTIUNTS

(wegeudnual $3dunsalinn)

o =
a&%amﬂ‘iﬁﬂﬂﬁi awa@ ........ eSS AR SRR N9794UNTT
(unsalgrwi @elning) (UWEATIBINAT ANuEd)




