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3.1 Finish product specification

—_

- USinudasdegy

m’;ﬁl&i’mmuﬁs:qiu Finished product specification

. Identification

f333 mumuﬁiquu Finished product specification

. Disintegration time

a9 mumwﬁsquu Finished product specification

. Uniformity of dosage units

9979 Bi’mm’m‘ﬁi:q‘lu Finished product specification

. Microbial limit tests

a329WUeNTzY 4 Finished product specification

DO WN

. Elemental impurity #5ad

Risk assessment report
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3.2 Drug substance specification : Alfacalcidol ®

. Testitem

 BP 201€

1. YSunmaendagy

97.0 - 102.0% of 1 Alpha-hydroxyvitamin D, (Alfacalcidol)

2. |dentification

ATV

3. Related substances

- Impurities A,B.C : For each impurity : NMT 0.5%
- Unspecified imputities : For each impurity : NMT 0.10%
- Total : NMT 1.0%
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5790150 2 Denosumab 60 mg/ml pre-filled syringe injection
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18 3.2 nusumiwa@’uaawamnmsnmmmsﬂ (Finished product) 4@ 3.1

3.4 NAMIAN®A Long term stability maaﬂmamﬂ‘uaommw“mﬂuvl.'amJmunmuﬂm,nssumsmmma,m
NTENTNITITUFY

35 Luaommﬂummmn 1%u,amvmnmun'ﬁﬂnmvmaaun'luuuw (Clinical trial) HessAmEnwmsinm
WATHAT LA LU B IO el eyt unzd pua A NN UA BN TIINTAMITURS snaastszinalng lag
namsansndalusansmamsinn bidauninmduiuy LLav"lmumsmwuwLNULst‘lmwsmsmou,wmmmana
1o
(n7zﬁ?7rumtﬁﬂu@iﬁ'yy'muuma’?n" glnai Yaneifluneuyy NBC, NB n5a NBS gnii n1sununangu

mIfinsnadin)
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4. Mvd19E
4.1 fiawe Kosdamntnemethedan 3 wihpusTanu Fudumunuugasnuasdualdasudm
Gnwﬁﬁmu@luﬁ'ﬁaQmauﬂ’e‘iﬁ"ﬂﬂ’ﬁw@Tv.
5. msﬂvﬁ'unmmwmﬁaiwau (uaaatand@IMITulsEnn
5.1 pidsnaudasfonylsldlaidesnii 1 FUNIRRINBY
5.2 mﬂmmmwau mmaaaammwmwmﬂ'l,ususaowan'lsmﬂmmﬂmmsuﬂaouau
5.3 nimwmUﬂ"nmsmmsaumamemwaauamwaa\am'awm'\mﬂmmw AU TITANTITYNNIRIRD
fa9vad28819 Tﬂwﬂnmmaaaw'n.wuanmummummUi’l’ﬁmsm@mmtﬂﬁ“ml,awtﬂummmau
anldiemnitaslunmsanadiemzigummn nrdifnuina bidullauguanyuziens wlesems
PERIINENT WISURTITDNMTLEBDTIANLIAINENIVDI B mnmmdmawwam‘luﬂsmavlﬂ
54 wmm*maasmﬂaﬂummam'l,ﬂawmmﬂ m‘amam@msmammwmyﬂi"mﬂﬂ6] Hauinnue
5.5 szuumsAvLazdagiendaaduuuy Cold chain system Aldurasgruarunaninmusl good storage
practice (GSP) Wiz good distribution practice (GDP) Iﬂmmmmnmiﬂiwﬂau
6. fianaan (du1y) fngasliundndgyInanaTuNue ik
6.1 nsmwamsaumummsnmmu T,@ﬂnim‘nmmammmwmmav\aoﬂgummswvlmmmmu ISO/IEC
17025 VL;JLﬂuvlﬂmummmu’uanwu@'l.uﬂsvmm_lsvmmﬂm
6.2 mmwa@mummwwnmﬁunmmumﬂﬂamm@I@mmummﬂmnﬁumsmmsu,a*m lwgsmved
atumw"naa 28
6.3 nsmwuﬂmmammwmnwamnm«mmaawamaﬂs,aﬂﬁwal.m*m‘mﬂaa@ﬁmiaci'ﬂwf'i‘lm’%’um
7. ‘vxmUswmwam’mwﬁ‘lusuwmsmwamnmmmmmmnmuau TagfININUATNTINNIAIWITUAZEN

ﬁaui‘uﬂs:mﬂﬂszmmswmmanmauna zmnuwmaa’mm'n‘lﬂmLuumsl.uﬂmﬁmmlmsaomnsmLLm

N’IEIWIGI 814989910
1 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Q6B Guidance on specifications : Test Procedures

and Acceptance Criteria for Biotechnological / Biological Products ; Corrent step4 version, 1999.
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s‘mauﬁmqmé’num:mwnuunﬁwLana'rsn'\*sai'm%awzfﬁ’mvﬁﬂ'l
a2 B37/2565
4 , . N
598n15N 4 Teriparatide 250 mcg/mL injection, 2.4 mL

muﬂszmﬁ%’owi’ﬂqumﬁ%ﬁ’lﬁ

1. Baen Teriparatide 250 mcg/mL injection, 2.4 mL

2. ansanianaly

Z 18 o @
2.1 EﬂLLU‘U Wuansazaigusiaanniye & LaifiF dmsuaa

2.2 gautlsznay  Usznaudauaann Teriparatide 250 meg / mL

Qs A’ =
2.3 ussagmw? uﬁq'lumw:miﬂﬂs'mmnma FUuuy Pre-filled pen 30195 2.4 mL/ Pen

LLa:usiqﬁwﬁﬂ BINUEF

A ] Qs o a s a Aot Av 4 a
2.4 28N - it'i.!’ﬁﬂﬂ'] ﬁ']‘lrla'l.]i:ﬂEJ‘U@I'JU’\E‘T’\ﬂﬂJLL&Zﬂ'J'\NLﬁG AUHAA INFERATE IRUNHER Lﬁ’ﬂ‘ﬂuﬁﬂu

@suen LLa:“J‘ﬁ'msLﬁu%'nmm"l'fazhrﬁ'mauuumsqn”meﬂ

v v a4 4 v
- UWMTUEUIIEN 2EIUBLN ax‘ﬁ:l‘!‘]iaf.l'l #3aBaMNINISAN AINUTTNALUAZTUNIAATINLT

2a3en Wnafinda Tufuany Livai

- fitaanuuindanlisafiuend 2-8 svramdus uumss;ﬁ'mfﬁu,a:nwuwﬁqﬂ'l

3. AMANVAMIINARA

3.1 Finish product specification”

Testitem

UsSP 42

1. YSinadendan

90.0 - 105.0% of the LA. of Teriparatide

2. ldentification

ATIVHW

3. Bioidentity

75% - 125% of the relative potency to USP Teriparatide RS

on the as-is basis

4. Product related impurities

- thPTH (1-30) : NMT 1.2%

- Teriparatide succinimide (30) : NMT 1.2%

- Largest other individual related impurity : NMT 1.0%
- Total impurities : NMT 7.0%

- 3w@ > 10 pm Wilfin 6,000/container
- 9@ > 25 pm hilfin 600/container

5. pH 38-45
6. Bacterial endotoxins NMT 100 USP EU/mg of Teriparatide drug substance
7. Sterility AT
8. Particulate matter ATIVEU

4
[CRLT:) N M’"‘( .......... NTINMS

(waEIan3d wdesgela)
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wwafggn J3nnad)
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3.2 Drug substance specification : Teriparatide "

Testitem s ~ o uspaz

1. ﬂimmmmmﬂm 95.0 - 105.0% of the L.A. of Terlparatlde

{calculated on the anhydrous, acetic acid-free and chloride-free basis)

2. Identification

- Peptide mapping ATIINN

3. Bioidentity 60% - 120% of the relative potency to USP Teriparatide RS on the as-is basis

4. Acetate content NMT 5.0%

5. Chloride content NMT 4.0%

6. Product related impurities - Total of methionyl sulfoxides of teriparatide fconsisting of Met+O(8) teriparatide,
Met+O(18) teriparatide, Met+0(8,18)] : NMT 0.5%
- Largest other individual related impurities : NMT 0.5%
- Total impurities : NMT 2.5%

7. Bacterial endotoxins NMT 50 USP EU/mg of Teriparatide drug substance

8. Microbial enumeration tests and The total aerobic microbial count is NMT 100 cfu/g of Teriparatide drug substance

Specified microorganisms

9. Water NMT 10.0%

HILNR 1. nafifsanadouussmaiu (waive) NIATIAIFBLN Swenzinomsla 'lmluu,aml.anmw& nmumnmm'lmuaummu
2. Drug substance specification Avsonanlyd mﬂ*mlamwam drug substance woluieTed drug substance a3
Nwammmmﬁﬂ Quulﬂauu‘ﬂm mumsmﬂﬁnLﬂﬂ“ﬂmuwnmmaﬂn’muﬂ
3. Nammnmmﬂmﬂmn'\w ¢ Wluluenu Finished product specification Waz Drug substance specification YIB'NEN
PnndrdTualudeanu &yldaamnz o ud adina A mENTINNIIEIRITURSEY NIENTHRITITUY nmmmau‘um
Yl’lamﬂﬁﬂmaamma’mqﬂu °ua\mLa%aﬂmvlum‘smw‘(ﬂnwmmm.l‘s;ma U maaamwﬁwuwuﬁlﬂum'mT,Nwmma
Usema w38 B undrduaulsEmManIENTHENTITMEY 1309 vum‘mn Lﬂu@m'lwuunumku’waa
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gtauai’lmmawumtmmwmmanms mauaomwa%asmaatanm‘{l‘ﬂm‘wmma M EGHEHEE
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AIN
1. Lanmsmﬂmuaummuw Luwmsumt.waawmuluﬂsqm‘lm LAZEILAY (declare) WABINRA
1.1 1ummymwummwmsmn (ne.2 ne.3 ny.4 LLG'JLL(ﬂﬂim)
111 lunsdiddusnfndaludsunalng wanofis no.2
1.4.2 lunsdifidneidudiensutussy wanefs ne.3
11.3 luﬂimﬂl.‘]‘j%tﬂWlL'll’I'i]'mﬂ’N‘]b:LYlﬁ V\mum ny.4
12 1‘Uﬁ'1‘1]0’ﬂ%1’1 L‘LIF_I%FJ'] ne.1/e.1 maammaua‘nm wsaamﬁawt,amﬂm"namiﬂ'mﬂuﬂmn'lw"uaowamnmfn
py .
aundunzidow (finished product specification) Ltavmam%uﬂqmmwm aa’mqmu (drug substance specification)
nsmﬂamwmwmitﬂaﬂmmaaufﬂmwmm %,@1aau.wuLana'ﬁﬁﬂmewﬁwmwauﬁ’lm (.5) NINTBU
finished product specification WRS/AIe Drug substance specification Iﬂﬂ‘uaLLﬁ”L‘Uﬂau’mﬂi"mﬂﬂi“ﬂ’mi’lm

sannseiind uaslaiiin 2 0 ™ mﬂszmﬁﬂszmmﬂmmanmauna
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2. mnaw%’maamm‘sg'mn'ﬁnammmuné’nmm%’a%msﬁﬁ’lum‘mamm (GMP)
21 duwmibiFeiusannaspumendan mumaninoeiIEmsialunsiaTagaudaeddny
(Drug substance) audganaTaunsasIsrevlasdiaglutisnaimsibsasfieiudsznie
Uemeanadidnnsefing
22 FuwmibiFeiisesnasgumndam aansninaeiiEmsmalumsndondadmeionduSog
(Drug product) ﬁi@ffumﬁ’umdmummyu GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Tan
WL PIC/S participating authorities atiUagaaUsaUNIATIINEY Tmﬂ'\aaglwﬁunmms{maa
fsludszmealszmenandiinnsaiing
3. tanmmmmwmamﬁmuaﬁm
3.1 wamsmafof‘aLﬂﬂ:‘vammwwﬁmn"msﬁmﬁﬁagﬂmmQ’Nﬁm (Certification of analysis of Finished product)
1umjuﬁduﬂueﬁazm
3.2 wamIaTvdanzinmnwiagiveedasnddny (Certification of analysis of Drug substance) g
'l.umwﬁmms;uﬁ‘aaLﬂueﬁathwﬁ’uaa;jwﬁmmm:g?wﬁmi’mqﬁu
3.3 LananTWIenangmiuduanudunutzniviummiavasingaveedanddy (Drug substance)
78 3.2 NufuNMIHAAvBINARAMTE1TaL (Finished product) 1 3.1
3.4 WAMFAN®T Long term stability maawﬁ'wmqmaomﬁifumtﬁnu"h’n”uﬁﬁffm']uﬂm:nssumsmmsua:m
NIENTWEITIINAY
35 Lﬁaammﬂum%ﬁ'@lq Muaaamangwmsinsvninadnluamwe (Ciinical trial) falszingnmmsinmn
uazkaTh R BIrastnaat U sl lasumstunad swandinaueaenssumIsmsuszentassainalng Tae
Hamsfndasfilsininmwmsshsnbidasnitmduuuy wadldsumsiRuiinounilwisssmounnd idedis
&
(ntigunzfeud 1oy Y1517 alnaf ldnzidouguyy NBC, NB n3a NBS gnidu nisununsngiu
MmN M IAAEEN)
4. 708198
4.1 digwenan dasdadintnamadwlen 3 wiisuyrime Fadusunuuaasnoabualdnasutm
aufimanaluias aqmauﬁ&ﬁﬂﬂ%aﬁu
5. msﬂszﬁ‘uqmmwmﬁdmau (WaasENFEITNNTIVYTENW)
5.1 mﬁdowaum”aoﬁmq‘l’ﬁ’l@"l&iﬁaﬂn'h 1 9 Wuniusanay
5.2 Ummmﬁﬁwau a:é’aadaﬁ’lmewn"]U'l'ﬂ%'usmwanwsmﬂﬁ,ﬂﬁ:ﬁﬂ’ﬁ;uﬁdwau
5.3 nstﬁﬁmmwmsﬁwmsejmﬁamamﬁﬁmamﬁaa’msw’imﬁ:ﬁqmmw wisTrnTzYiileRe
S09v808E9 T,ﬂmd"ﬂnua:m”aoz«iamLﬁu5nmu'«51muﬁﬂmﬂﬂﬁmsz«hmwf‘uﬂsw:ﬁua:Lflusﬁuﬁmau
dnlgsnefifiend; pslumsaTdiansigumn nsrﬁﬁwuiwmvl,ajLﬂu‘lﬂmuqmﬁnumxmwwz RIWTITMNTVR
semdntlisuRT TN mMaERaTIMEIeInIY0s ;qal"mwua:m?a;gwﬁm‘luﬂ%sia'lﬂ
54 gﬁf‘mUa:ﬁaﬁmﬂﬁuuﬂmﬁam‘lné’wmmag %?al,ﬁmﬁ@mﬂéauamwﬁﬁﬂﬂszmﬂﬂﬂ naumnua
5.5 sruumMaNULazIaasend a0 duuuy Cold chain system ﬁvlﬁmmgwumwé“nmmfﬁ good storage practice

(GSP) uat good distribution practice (GDP) Taouaas 1sznay
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6. flanainan (fune) Bnsealiomdndyginewasunmua aoi
6.1 nsrﬁwamﬁjum'zﬁmﬁ:ﬁmﬁ Taonsuinsmaaimaunngniawaslfidnsilédnasu ISOIEC
17025 ldwlammanespudarmualudssmeadszmanan
6.2 NN m’ﬁﬁ@ﬂgm’%‘ymﬁuﬁumﬂﬁ BINMNALALEUNNUATRNTINMIDMITUAZEN TUE I8
fyaezdoany
6.3 nszﬁwuﬂmvmqmmwmnwamﬁwﬁﬁa’mdemwiaﬂs:ﬁn%waua:ﬂ'a'mﬂaamn"ueiag{ﬂmﬁ"lﬁ%’um
7. ‘mﬁ'ms’mmwaaomz‘i‘n%‘l&i%’uﬁmsmNﬁmﬁm‘ﬁmﬁgnﬁumﬁuﬁu Tag@UNIUATENTINNITEINITURSELN

' @ a a o 1 . o a o v
Aawnyszniadszniasan ﬂlaﬂﬂsauﬂé‘ an quﬁ%ud ﬁa’ﬁuﬁ]d'ﬂlﬁﬂq Luuﬂqiufﬂ'ﬂﬁmﬂqluliaﬂﬂﬂﬂﬁ'Tl Llﬁ”.l

nansme 8198390

1 = The United States Pharmacopeia 42

ad . a a ,
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Qs U ' Q
i'lzlaztﬁﬂﬂqmanﬂmzmwlzl,muﬁ"\manmims&m%ammm‘ﬁm
1aaf1 B37/2565
579015 5 Zoledronic acid 5 mg/100 mL solution for infusion

muﬂszmﬁﬁ'\mf@]quaﬁ%ﬁ'\ﬁ

1.8asn  Zoledronic acid 5 mg/100 mL solution for infusion

2. amaaanaly
2.1 3uuuy Dumnsazsnodmenide 1a WiF dwiureadhnasaiiaadt (Solution for Intravenous
infusion)
29 dautlsznay  Usznaudle Zoledronic acid monohydrate ﬁaugaﬁ‘u Zoledronic acid 5 mg wansazay
yJ3u1as 100 ml
2.3 MTUUIN msa’tumwmswmmﬂﬂﬂmm'ﬁa
2.4 28N - swqmam dulsnaustnfmAgUazA NN TUKEA 'maua'm RUTRE uazLa
nudoudrso LLa.,'Aﬁmsmusnmm"lfmma'ﬁmwuuusﬂnmfn
- UUMNTUSLITIVN amauamaaszqmam WiaTanensen IUUTNILLAZIWIANIN
LTI LUTINAS i’u?;umqvl,’?’ﬁ’mmu

3. anAuiAMomaha

3.1 Finish product specification™®

1. Enmdrendng m’mhumu‘ﬁs:qlu Finished product specification
2. Identification ' mwmum'mﬁi:qh Finished product specification
3. pH m’!i\&i’mm&lﬁi:qlu Finished product specification
4. Sterility AT
5. Bacterial endotoxins ﬂ‘:’ﬁl&i’m@l’mﬁizq‘m Finished product specification
6. Particulate matter AU

- 2w1@ > 10 pm laitfin 6,000/container

. gw@ = 25 um Lifin 600/container

7. Appearance of the solution Clear and Colorless
8. Volume in container mm&hv«mmﬁi”*ﬂu Finished product specification
9. Impurity / Related substance m’ailmmrm"nﬁ:ﬂlu Finished product specification

VIN’\?JWW\ 1. n‘smmﬂwmummmmu (waive) ﬂ’\iﬂﬂﬁlﬁau’lmi’\“ﬁ‘i’\ﬂﬂ'ﬁlﬂ 'IMfJw,mmLanm‘manmmmm'm‘lmuauuwmu
2. Drug substance specification wwsm'mn'l,mmﬂm’uaawww drug substance malmmﬂm drug substance U89
NN&@]?J’]&’\LW’!J QUU'L@%U'UV\%G %d&!ﬂ’li@li’lﬁnLﬂi’]“ﬂﬂiuﬂﬂﬂ’l'ﬂa'ﬂﬁﬂ%uﬂ
3. HANIATIDT Lﬂﬂ:ﬂﬂmﬂ’\w g} Pulieny Finished product specification Waz Drug substance specification
snavlmmmmr_mmas’hummﬂ%nswmsmmma“m ns‘*m’sammsmam nsmamaum\mamﬂuﬂmaam
ma'mn@u "IJENNLﬁuai’]ﬂ’]v‘,&lﬂﬂﬂ’l&lYlISGWiJ'\U’I&‘lJi::ﬂ"Iﬂ % maaqma’nmsmuuﬁlwumw‘[sawmmaﬂs:mﬂ
‘V\iﬂ a’maamammumuﬂs:nmnsxmwmmsmml LSEN ivﬂﬂﬁﬂﬂﬂ L’ﬂuﬂu'lmunuqaﬂwuwaqﬂmmsums

1sznIaTaNen
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é’muaﬂmﬁaaE'iue?’ummwd'lmanm‘s wionasawiloBesusesionanslaadiiswe nuazidan
Gtk
1. Lanmsmﬂﬁ%’uawmwmﬁuwuﬁwﬁﬁumLﬁaﬁhﬁwm'luﬂs:mﬁvlm uRZALAY (declare) WARINA®
1.1 'luﬁﬂﬁzgms"?fumtﬁﬂm‘iﬁ'um (My.2 8.3 N84 usuensei)
1.1.1 lunsdifdneindeludszmalng wanefs ne.2
1.4.2 'lun‘stﬁﬁl,flumﬁ'lL'szLﬁammﬂamiq nanei ne.3
1.1.3 lunsdifiilugindhandatszine naneds ne.4
12 ludmetunadionen ne.1/n.1 vasnfiiauesin ws"aamuaztﬁﬂﬂﬁ's’ﬁanﬁmuquqmmwmaawﬁmﬁ'twf
ansfidunsdow (finished product specification) Uz ariuangmMWYBITaRAY (drug substance specification)
nswmauswmwan'mﬂaﬂml,ﬂmLLr’n”lmwumaJ az cnamuuLanmsmmewmumwaufﬂm (8.5) ¥TNTDN
finished product specification WAs/MIa Drug substance specification Tagasuilwrianindsznadszniasan
suannsefing wacliiin 2 D o Sudsmadszmenandidnnsafing
2. tanaw%’usaw’msg'mn'rmﬁmmmmﬁ5’mnmm"’a§miﬁﬁ‘(umw§mm (GMP)
2.4 FUMIIRETUTBNNATIIUMINE AL mamsninaeIEAawmsrdaTagRudaed iy
(Drug substance) aﬁua”mzg@mmaumsmnaauimﬂ"aay;'lwﬁdanmms%’usaoﬁoi’uﬂs:n'm
Uszmenmaidnnsading
2.2 dunwiliFasusaanesIunIniEa sundninmsismenalwmsnRanaadmeizndniagy
(Drug product) 31U TuTa9AN19T31% GMP PIC/S (Pharmaceutical Inspection Co-operation Science)
Taamiingw PIC/S participating authorities aUSEAANNTAUNITATIANAL Taudvagludasaanisivsas
Fatutszmadszmanadidnnsoiing
3. tanmsqmmwmaomﬁmwaﬁm
3.1 Namsmﬂﬁmﬂzﬁqmnwwamﬁmﬁmﬁﬂﬁagﬂmaag{wﬁm (Certification of analysis of Finished product)
'lumsuﬂaol,ﬂumamo
3.2 wamsasdiaTsntnwingAuasdasty (Certfication of analysis of Drug substance) A4l
mswammsuﬂml.flumamammawwamsmm:wwammnﬂu
3.3 Lanmwsamnmuwuumwauwuﬁ?mwsumiwawammn@waammmﬂm (Drug substance)
49 3.2 nusumswam'ﬂawamﬂm‘mmmmsﬂ (Finished product) 78 3.1
3.4 NANNSAN® Long term stability maaw’mqmwaamnwwmUu"l’mumuﬂmuﬂmwnssumsmms
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4. Arag1ee
4.1 fiauesm Fasdicatnsnatwian 3 Wi pusswe 2y iudaunwuananoazidoaldasutin
muﬂmﬂumlumm aﬂmauumm"l,ﬂmmu
5. n1sﬂs~nuwmmwmnﬂouau (uEAslnaIMTIUY Tz
5.1 mﬂawaumaeua’m'l«ﬁ"\.é‘luuaﬂnm 1 1 sipniudINey
5.2 mﬂmmwmuau amaaaammewmu‘lmusawammsammﬂmmsumouau
5.3 nsmwmmwmsmmsaumamommwauLwaamﬂmmsummmw AL TIBMTILTTRIIFD
$p910@20819 memm*maaammuanmummummmwmsmemmLﬂswmua:tﬂumwmau
m'lmmmnmmaalumsmammswmammw nmmwmwmvlmiluvlﬂmuﬂmanwm*mwv RUILTIBANT
°uaamuam‘[usnwmsmnmanammmmnmwaa mnmm*/mawwamluﬂsama”l.ﬂ
5.4 mnm“mmsmﬂawmmam'lnavxmmu 'vﬁaLuammmnaauamwmuﬂs:n'ﬁlﬂs] Aouinua
6. flanas1an (Ae) susanlianidndgynonaTuiue Foh
6.1 nsmwamsaumammﬁmmu Tmmsmwmmamsmmwwumaﬁaoﬂﬁﬁ’&msﬁ"lé'mmﬁm ISONEC
17025 "Ll rﬂu"lﬂmummmum Yarrualulszmadszmana
6.2 nsmmamnmsnmwwgmsunmummn'n Y InaA AU TN NUATENTIINTID N TUREEN Tugrsnawed
é’tytyw:%aa:mw
6.3 nszﬁwuﬂmwmmmwmnwamﬁ'wvfﬁawz&wa@iaﬂn%ﬂiuatta“mwﬂaamﬁu@iaﬁﬂ’mﬁ‘lﬁ%’um
7. wmmwm'smaamuawﬂmuwmsmwamnmmmmmsunmmu T,@ﬂa’mnmmmnssumsmmmazm

ﬁa%’l%ﬂﬁwﬂﬁﬂﬂitﬂﬁ(ﬂiﬂ maLanmauﬂa UﬂL’J%NV\%OﬁE}"ﬁLLﬁNT\VL@WI s LLfﬂ‘Uﬁm‘ﬁ'\l%Liax‘lﬂdﬂﬂ’]’J U8

RN §14989970
1 = General requirement maama’nmsummu Finished product gﬂLL‘U’um Injections
{Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), impurities in New Drug Products Q3B (R2) ;

Current step4 version, 2006.
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