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Semaglutide 1.34 mg/1 mL solution for injection, 3 mL prefilled pen

1. Hoen Semaglutide 1.34 mg/1 mL solution for injection, 3 mL prefilled pen

2. qruanliAvialy
21 gluuy Jumsasmeuniaanide dmiudn
2.2 @wuuseneu  Usenause Semaglutide 1.34 mg/1 mL USu1ns 3 ml
23 awusussy  UsTTlunurusIeIanunenidedandoudn
24  aan - suylienn dausynaufnndrfyuaranuuse Jundn Yudueny wavitndn
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- yunTuzUTTIEnegeesdeaszylermisteniinisi dusenouuas
PAANULTBINATIHAR AUl TaIau

3. Finished product specification:

1) Test ltems Specifications (shelf life)
1 Identification Complied with finished product specificatons
2 Assay 1.23-1.41 mg/ml
3 pH 7.10-7.70
4 High molecular weight proteins NMT 1.5%

5 Hydrophilic impurities NMT 4.5%

6 Hydrophobic impurities 1 NMT 4.0%

7 Hydrophobic impurities 2 NMT 1.1%

8 Sum of impurities NMT 8.1%

9 Bacterial endotoxins < 80 IU/ml
10 | Particulate matter 210 pm: NMT 6,000/container

225 pum: NMT 600/container

11 | Sterility complied

12 | Extractable volume Complied
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.12 Tufweiunudeue vie 176 1 vesniauesia wisuseanduadenismunuamnm
vowdnfuainuiitunadou (finished product specification) wazdafmusrmamyes
mg@u (drug substance specification) nsdifiagszminamsidsuuvaudludiiniy ases
WUULBNATSANUININENENTTUBUALY (8 5) NIW3DY finished product specification wag/
%39 Drug Substance specification

4.2 @NATTUITBININTHIUNMTHANYN

421 nydfiewaniulsamalne frandesdiduunmndenidesusennnsgunsuaneay
wdnnauegn1srlunsnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
TnenuIBaU PIC/S participating authorities ¥38dlena5iUTBININTFIUNTNENLIN
MANLNTLAYIENSTRLUNSNARIYRIATNIUANENTTUNSDIMITUALYN NSENTI
asiay SermmuatulnsiirudenndeuasinifisufundninueiuayBnsialuniswdn
o1 PIC/S lumnaendiauenne atiudganuseumsasaeulasinanisiusesfieiud
Ussmadsemesindidninsingd

422 nsddugniniansieusane gruandesfiionarssuseanaspunsuaneiaundninast
WBnsAnlunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
w2891y PIC/S Participating authorities atuaigamusaumsnsivasulagiinanissusesis

ar A - = L] = I =
JuilsznimusemesimdidninstindwienasnongBwuaiusinsd

4.3 Lana'ﬁﬂaumwﬂmmﬁmuaﬁ’m’l
431 WANINTIVIATILVRAUNINKERNTNTUBIENER (Certification of analysis of finished
product) Tugnjuiidafaoeng
432 wamTieTwinunwTsgRuvesiietdidty (Certification of analysis drug substance) #ild
lumswaneguiidaduseaiavesdrineuazuaningiu
433 onasviondnguiudunnudiudseninsgunsndnvesingiuvesdiendfey (Drug
substance) 98 4.3.2 fusunswanuondndusidniagy (finished product) 9o 4.3.1
434 wWan15AnwI Long term stability mu ASEAN guideline on stability study of drug product
naeatavengesfildtunsdeulifudiniuanenssunmsemsuasen nsEnsa
AT TUY
4.4 feL1en

ARt ANE]

(un. U311 A3asaval) (ney.watiuyl Sudind) (ngy.01nes mugd) GPU 1148784 [V2410)



441 fauesim Fesdwhatnenathaes 1 mheussydus Fudusunuuansseavidenld
asutunuiidmualuidermauiivhludreiunidly 3 Fundinniauesia
4.5 MmsUseiununmeTTidaoy
451 iidwevusedionyldlslitoonit 1Y 6 Weutunniudweou
452 vmnaeitdwey axsesdidunmaiglususemanisasaliaseieniuiidaey
453  nsdfimbessnmsinsduisgeidmeuiiodinsvlinseiauam miaessnsazi
midesoveiagn ImwfjmawﬁaqdqenLﬁu5nmuﬁwuwﬁwﬂ'aaiwﬂnﬁﬁﬁamﬂa"nﬂs’wﬁum
Jugsuinveuliefiiudedunsasvinnsiguam nsditwuielidulum
AudNvuzaNY Mhesvnsveanuansifuinsunnsiauenmendinanes fue
uaz/viotuanlunssiely
154  fneasdeciudsundesilndmuney viedlaiamsidenanmeeszmslaqieu
fvualaglifidouly
455 ssuumafiulasindeenildunnsgrunaumdninesi GSP (Good Storage Practice) uay GDP
(Good Distribution Practice) Insuanunansusenou (Wuansenasiléisunsiusesssuu)
4.6 fiauesa (§ue) Suvenlvondndyanreunsuimuadsil
461  nsfiaNISEuATITIATIBRTIINN S INE AR swEuT o fURMST lFnAsgY
ISO/IEC 17025 namsnsandnsieiliidulumunesgudanmun
062 nsdrdnsuredadgnionduAuaniewmmalasdinnuauenssunsemsuazen
'Lu-zmnawmﬁ‘mmwz%&axmu
463 nsdnuilymaunmainuandusifenvdmareUssavsnanazaudasadedafiefildsue
4.7 wheensveanudvs bisuRnsanwandurieiiivseignoniuaulaedinnuernenssunis
pwnsuaveluszesn 1 Ureufuduenasiauesiammsdindendeil
5.n15UsuliuaUseansnnsiasian (Price Performance)
MeasdauantonansmuInuTUTsiuUsEAVEA MBI IM LuTIN

uh'um‘s%’usaaﬁmznisum'sﬁ,mé‘num:mmwmm
Semaglutide 1.34 mg/1 mL solution for injection, 3 mL prefilled pen
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5.nueUszliudszansninedasian (Price Performance)
Fown Semaglutide 1.34 mg/1 mL solution for injection, 3 mL prefilled pen
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