AMENYUSIANIZYDEN
etonogestrel b& mg implant, @ implant 97U2U &bo implant
Tsawerunausiam Jmdngiuns
o. AT TUIN

fedmiagiuns Tanuussasdariuiunisdadonn 5183 etonogestrel e mg
implant, @ implant 17U oo implant YoslsaneuIayTIEm 293U ®,0ba, oalv.co U (vzifq
duaemiludiunniesauduassumiiu) Welflunmsdnumeiualiuissssuinnfuuinig T
lsawgurausiam Javdagiund meludislsmeiuialsam Jeudssnu beoo

. Ingussasnislden

Tsawenuiausiam Swingsuns firnsvasdarsiiiunmsdndon sems
etonogestrel be mg implant, @ implant 374U &oo implant Li‘lumﬁﬁﬂ%mmmﬂ%’qa wauilu
EJ']T:a'ﬂL‘%ﬂ%’qﬁﬁﬂmm"mﬂuﬁaﬂ'ﬁiﬁa%'nmrg’ﬂ';a dwmsuldivgtheveddsimerualsiam dwmin
#uns

o. AusTRgBudaiaus

a.e dANuENTaNUNNNY

alo Widuypraduazany

ma Wogsenituanianis

n.& 1;1Lﬂuqﬂﬂamaa'imNnnmumwwmauamamazu:u’mwmamwmwﬁ
fanim Luaammﬂumﬁiumumm-ﬂmiﬂsvmuwamsﬂgummwmwﬂsuﬂaumimmvm&w
iguumﬂm'in-i.,ws'nmsﬂaamwuﬂmwﬂim"mmmmﬂws.mumsamaawaummm
nsuURynan

on.& 1:J|.1'flu1.1ﬂﬂa~uaqns wai"a‘luumﬁsmﬁauﬁmuu,a.flmmewa‘lmﬂuwwwm
mihsnuvessglussuuinieteansaumavasnsulgydnans em‘swmummﬂaﬂwmmuuJuwumu
HIANTT NITUMIETANS FUTms NummﬂumﬁmLumw'lunqn'mmumqﬂﬂauuﬂ'm

&n.D mmau'uwLLav“Luuanum.,mmmumwﬂwn‘smm‘su‘l'.umam'ﬁm«ummmmums
U’%msﬁ’ﬁqn1ﬂ'sﬁn'mum'lu-swn%mw.unm

on.od L{‘lumum‘uwmawﬁﬂwﬂs“mmﬁmmanmaunémnma

n.c 1:1Lﬂuwuwaﬂsﬂawiwnuwwau'uaLaua's'mauﬂw'mwaLaualmn MUIBIUUDY
Jg o wﬂsvmﬁﬂsvmmqmmanwsauna ma‘lm{‘luum yanssudunsdnvanenisuddusen
Lﬂuﬁﬁu'(,un'ﬁmzmm'nmamnmaunaﬂiqu

. Mtﬂunﬂﬂ‘mLanﬁwﬁmammﬂunu mmwgt.aﬁ"luaamumalm uusiguiaves

uﬁmaua‘lﬂumaﬂuaauLanﬁwﬁuavm'mﬂunumutnuu
.00 wLauaﬂmmmlunJunmnﬂsvmuawﬁwLauasﬂﬂﬂuamuvwmuw'n,aua-s'mmav

vy deanudl nam.ivue

Om AN TTINTAMUATIEASIBEARMANTASIANIE
o ) witng]] T5BulYR wsuwnddrungns U3¥51UNIIUNTS
Comreresere SN rerssisrinines) WIEMEINT ATNTO w3 3IUAT

G B ses) WEKBNTE UNRYRE \nduns NSIUNTS



vel w v ] e v v v ) v W v
Mn.®E FdEJ'LH}'E]Lﬁu&ﬂﬂﬂﬁﬁﬂ%tUElu‘ﬂl]‘ﬂﬂ%lﬁQﬂﬁlBﬂﬂﬁUﬂ’]u’Lu‘ﬁ?u’UUﬁJﬂ%"i]‘ﬂﬂQNﬂ?ﬂ':’fﬁﬂ'lii
oo - L3 % .
alannIeUnd (Electronic Government Procurement: e - GP) ga9nsuUgyinans

€. TIUALIBUANER
0. IWASIBUANEN

.0 W08 Etonogestrel b mg
<o AusATRANILY
<lo.o JULUY Wuwisenausdadmiuitddfiands iaiFeu Savguld
<.lolo @7UUTENBU 1y o WiaUsznousedien Etonogestrel b me i
Usgavsamnsauinialauiu lddesndy o U
&lo.n NIYUSUTTY uwisussqeglugunsaindesildituiomiialdnfadien
Tnenfulfluussesst usimmnnide
<lo.@ R8N
- ussafusidioissydosn Menddy mnuuse Fu deu Yndauezvaneny (39/ms/U)
\nuiikAn UisENAn wmsiouiiue Bnsliuariimsifiuinmenlisdednuuunsusrie
NEBIVTITY
- uumwwiﬁqﬂwﬂmnﬁgﬂ ﬁmszqﬁam FNEIALY AT ?uﬁumq (An/UU) uay
w@uiikEn
<o.¢ Tununeny Tumnoiguesefidmeusethidesnit o ¥ fuainiudwey

.o AuaNUANImaila
Han13n5293nsevinan mduluatu Finished product specification wa Drug
substance specification @ 4l@g198s91nndysinTuatuideaiy § dldvansidounadiniy
ANENTIUNITDIMISUATE NTENTIAIEITUEY aiinduisuildsdeaiuatuifieurivie
Tmindnnasgrundasidulasfunienulssniensensasansisngy 1309 ST WAL bdoe

artuil b SRl WA, bdoe @iUTEMAlUTITRYUNE JuTl el UATUS beol)

&.a.a Finished product specification

@) Identification test m*mhumuﬁssq‘lu finished product specification

) Usunausinendfey 0.0 - ®®0.0% Labeled Amount of Etonogestrel

o) Uniformity of dosage units m‘swﬁhummﬁ"ﬁzq’lu finished product specification

&) Drug release mwsiwmuﬁszqiu finished product specification

&) Impurities m‘mc\humuﬁ'ﬁzﬂu finished product specification

b) Bacterial endotoxins laivfiu elo.& EU/implant

al) Sterility asasusuiseylu finished product specification

ANENTINNINMUATIIRSIBURANANBASIANTS

- ) wengud 33uled NPUNRNITNYNTS Us¥sIUNTIUNTS
(- ) WIENEINT HWII0 WBUANgTUYNS N33UN"3

..) wsende uniiyad wdns NSNS



&.en.lo Drug substance specification

@ Identification test ATIMIUA drug substance specification
) USunausnendney «n.d - ®06.¢% (on the dried substance)
o) Impurities M5IIUANY drug substance specification
@) Residual solvents MTIIUAN drug substance specification
&) Sulfated ash Not more than o.e%

o) Heavy metals/Elemental impurities MTIAMIUATY drug substance specification
¢1) Specific optical rotation (Dried substance) +a@a ° to +ae ©

&) Loss on drying Not more than o.&c%

«) Total aerobic microbial count < @oo CFU/g

e =i 1 v g = € e

MU @. NIUNIANSLUBULTINITLIU (Waive) nInsIvEeviIATIEvnsle Mduenans
wangussnanilesuayiice

lo. Drug substance specification ‘ﬁilWim"lmﬂ‘luﬁm‘i“nsﬁ“umﬁﬁﬁm Drug Substance

=3 v oe st ar -lﬂI -4 =
w3alulAs189f Drug substance vawnanendniagy atulandunis Fslinsesivaeuiiese Asy
VQVeRD
v v o i o w alulvu a =

on. Qmumwmmmﬂuﬁﬁmewmtlmnm'imz?ﬁm"l‘s'tm 991989 (Drug monograph) #1uv

53‘14111 Finished product specification Wag Drug substance specification

o« Raulvdu q

v A 1 d ar = o
Fauenadieduduuinmeisionans wisuasmeiieteiuseuenanslaagiidnna
=i o A’
F1eaziBnAdall

&0 BNEINSIRTUaYgIntunziTeudFusniesmineluusundlne uas
HIUAUNEINER

o) Tuddgynstunsidousiiue (mele ne.a ne.e ududnst)

o) lumvetunsileusme.e w3 8.0 vesenfiiauesn weuswavdeaiadons
muauﬂmmwmwé‘mﬁmﬁmuﬁ%’wuﬁau (finished product specification) uagafivun
Aaunwvasingiy (drug substance specification) ﬂsaiﬁae‘jiw'mmmﬂﬁuuuﬂamr‘m’lmﬁmﬁu
QrABIRUULENANTNISYBWNA LY (8.&) WS BLfinished product specification wag/v3e drug
substance specification Tnsveufleneuiulsenirlsenasiadidnnseiind wasliiiiiu o U

Sulsenausemasiadidnvsaing

% AN TRININMUATIEAIBARMANTIANIS

L it sl wengu] Tsdulvd wswwnggIuyns U3851UNTIUNTS
- e L) WIEVEINT A0 wBuwnEguIgynIs SIUNTS
s a’/ ..) wwends uwiiyad wnduns NSIUNTS



.o 1INETIUTBWINTIUNTNARE
o) lunsdiflsmdalulsuvelne dudndesild nenlsdes
Y 8 uannoslldunmaeniadefusensgIung
= al [ | o - =
HAAEIRIUNANLNUN TFTNI19 A LuNISHARBPIC/S (Pharmaceutical Inspection Co-operation
Scheme) Taavuiaea1u PIC/S participating authoritiesn3adlana135UT0WIRSTFIUNTTHARE AN
al L3 | J - at
waninsiLazIsNsARluNsHARE @ lnUANENTINAITEMSWaLET PIC/S Tumnaeniidue
8 avvaganusaunInTvaeulnsiinanisfusesfiviudssnmeassmesindidnmsetind
)1 ol {I 0w | v oa W o= @ -
©) lunsaiidugdndrnalssmegndndoailiienan s uTsauInsgIuNIIHaRY
al L4 =l A -
AUVENNMUNUAEITNTNRLUNISHARET PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagymiaeanu PIC/S participating authorities aduanganiuseunisasivasulnsfinanisiusesdiieiu
Uszneuszmasiandiannseiind

..o 1BNANTAUNNYBILITIEUDIIAY

o) HANTASIITASITRAUNIN HARA MY B1FUTa3Uve AR (Certification of
Analysis of finished product) ‘lua”l'iuf*‘lﬁﬂl.ﬂuﬁ?a&i'm

b) HAN1ASIVATIBNAUNWING AuYasiIadATy (Certification of analysis of

v o= o =3

ql = 1} 4 1 ar ] - L] d.
drug substance) Aldlunsuanequiidududiogrwananediiaguniaguaningdiu Fulnns

u

ATIAATINATUYNITEATN drug substance specification

@t

o) lenavIovanguiudumuduiusseninsjunsnanvesingauveiiendny
(Drug Substance) 8 o) fugunsnanvemdndusiendniagy (finished product) 9 o)
e 1 o - w W
&) nan15fnen long term stability anaayate1ge19 Y ungideulinvddnau

AMENTIUNITDINITHATYT NTENTNEAITTUAY

&.a.« AI0E1981

o) flauasAiediIng 191 o819oY @ NEBY Faduimunuuaniswazidenld
asudaumuiirmustuiade uaudEvludheiu

b) ALENTIUATTREiuf Bt e e TauesnmnTelilaghifulilbidnsdl

<.«.&¢ Mivsziuguamenidesey
o) tfidseudeslonglidesnit o U duaniudweuy
b) B WNIANEWBY avdpsdsdunamansluiusemaniansiviinseienuias
uawmc"{mﬁmuas'luﬁm'mﬁi’mqﬁwmﬁwémi’mqﬁuﬂﬁwammiuﬁﬁwau
o) natifigFenmeasunendimInTIeiugudnuil Lot Alsdaeumudennas

o -?i' u‘: J 1 ar w-‘ o L 4 L L3 ad o ow
Tun1sdndandall 131ﬁ‘ﬁ\‘lﬂ'ml!Wﬂﬁﬂﬂuﬁﬂﬂﬂmﬁﬂﬁmw'ﬂﬂﬂ‘ﬂUﬂ Q‘ZI’]EJQ«:@'I%NN"IEH Lot aunwINInIgIU

ANZATTUNTSAMUATIEANSEARMANBUNIANIE
) wwngud F58ulvd WBuAnggIuIYN1e UsEEIUNTIUATS
) UNBVBINT AW50 UNBWANEEIUNGYNTS ASINANT
...) wisiend uwityad wnduns AITUATS




deubilnilusnaumiafusiuuedidsde Lot findnanisly e Surinisiusniuiifue
#5undsazddinsigimienusens nslifedldseduinangde wasduedesesn
Arldelunnsaniunns vielihdesuiialunmsdwesligniewmudygrunlidfiume wasguedes
Suinveunadsmesuilownanmsldednanyansd ﬂzaﬁﬁ%‘amamwawﬁummmﬁné’tgrg"n
) Q’ma%ﬁm%’mﬂﬁ"'auLﬁaﬂﬂnﬁwmmqﬁawﬂmq wiadlafansidenaninney
avuslaglifiteuly
&) rﬂ'maﬁuﬂau'lﬁsﬁaanLﬁnﬁ't;gtg‘iﬁauﬁmmqﬁuqﬁlunﬁ:ﬁﬁalﬂﬁ
_ HusenseiifinsfiansandaesnanUydlsme g
- nans$nelildkaflaefudunanisidernnunnddlden uasiinangiu
SudunansunmauiadlsneauADR aE1IquLT
- yudgmdnsurvssguuuvemsenrvuzussyiduanvgiliaaiiu
amaAdsunsEIfidssansEnuiensinwveiae Tnefisenuigmangifedesiunislden
- nﬁﬁ'}mamszjums’m%m'mzﬁmﬁman‘su’ammmﬂm%mﬁuwwa‘ﬁa
WatURuAmMsAle ansgu ISO/IEC emolod namsasavieTsiliulunnasguderiimuslu
Ussneaysznmnsian
- nsdindnfsisnviiaignidsniivAuaniemaalnedinnuanuznasunis
BIMIUASYN 'L‘U.‘ti"}\‘!L’lf’l’mﬂ\‘iﬁmm’]mﬁ%ﬂﬂwﬂ’]ﬂ
o) nsdidusfidenfusnuitguugd b« esrnwala dewlienansivsesizuy
nsdmfunasdndsiandu cold chain system ldumsgunumaninast Good Storage Practice
(GSP) wae Good Distribution Practice (GDP)
o) wﬁamwmwaamuﬁw‘élﬁ%’uﬁmmwﬁmﬁmﬁaqﬁﬁﬂszi’ﬁqnL%anLﬁuﬁ'uIﬂﬂ

ar i at = oa =
ﬁﬂuﬂﬂuﬂfﬂ’dﬂ'ﬁuﬂ‘]'ﬁﬂﬂﬁ?5LLﬂ¥EI’ﬂ11'iSFJ$L’]Eﬂ oV ﬂEIU’JU‘lJ'izﬂ’tﬂﬂizﬂ?ﬂi’]ﬂ?’ﬂmﬂﬂ'ﬁﬂuﬂé

.5 LenETaue
®) nsmiuuawamqin‘i‘uaﬂw'ﬂumwuq (Intradermal, ID) AoslinansANYINIIARLN
'lﬁl.ﬁuﬁw'svaﬂﬁmwl.l.avmmﬂaamﬂa'lun"ﬁ'l'muamaunmﬂ%umm'zﬁw TaadaaiinnsARuwiy
rsanssnsuwdTeenulussRuuIuIEA
) maﬂmsmems’[.{i‘lu‘l'se.wmmaﬂuamahmmmamlﬂamwaa & uwvis malu
sygian o U AauSulsemelsenmasimBdnnsedng

&, ANUALIANEINBUNES)
AVUALIAINTTA B UNES, wislisuudadanielu mog Tu dudaainiuaiuiu
Tudaan iﬂammamaan‘lvé’wauau‘lwu,nw'-n.mEJmmmnaumumwmmamau aniludsde

Litdeunin mo U uumnuuﬂmu‘l.uawa

Om ABISNTTUNMSINUATIEANBUARAENMSIANTS

... .. s | wengud T58uled UNBUANEEIUIYNT U5e51UnssunTg
o B ) WBNEINS AWTA weuwngguIRYnIs ASIUNS
fi (. ) wsend uniyad wnduns ASIUNNT



b. NENNUNAIITUNAALRDNYDLEUD

nmsnsanfadendeiauelngldinaeising fansandaduainsias laedidsd
Uselemivemiheauvessy uazingussasraansldnuiudiey

o, MEUIUYsTIN

- r n': J - - L] -
2iulunsdamasell Wuluuensuyssanaantuiigelsiervialsam (Juiu
= o
USEU0M 2TY @, 0loa, ba. oo UM (Milsdusewiludnuvnioesndusesuimday)

&. INUUBZATTIBEY

909 Wunades nelu mo Tu

Hudyaresdorrmeuuusmasiiidiiauiinu '[ﬂm_'{w%mzaaﬂlua?a%aﬁ'wm“luwi
eI FeEevanesemsndeuiuils Tnessyuiinn anuil wasunaniigazes
ardesdweulihiluddousazesm il asdoazeanludsdeneuliungoruedrmiiounsy
fnuanandweuaaludielitesndn mo Fu

msdeidu mely <o Fu Tuwiiunidesnelduanmdngumsiuuey Wurgasde
HavdsrsinssiiuAndwesiinumaiinad fmusluludsdsusasasruazausinisaniog
Tungazuenelu «o u Tuuiuifazelduanmdngumsiuuey Wiungosto

[

. dngAUsU
Yulanzidihidweu Sosas ol netu
0o. AuuRszEzIIaNTUUsEiW/dr1gaunnses (i)
Hegveanasiulse numm‘mﬂunwsaqmwmawmawmmm‘fsgrmmi‘lunm ol

ot

uummwmuﬂa‘lmuuau Tngmelufmuanafsnanyndsvemudygiiiadizaunnsemie
Fadosdudonnanasldauauund Nﬂmmam.,mawﬂmwaumumauﬁ‘lﬂ‘lwaa‘luﬁmwﬁﬂmﬂm
faudunitly e@ U u'unmmmuﬁlmmmmnwuaiﬂﬂluﬂﬂﬂﬂﬁmaﬂ.ﬂ q wedu mngazunelyl
Fansgoungaviaudlunsludvuaiaidaing quwauamﬁwmm1msuummamqgau’lwmmi

Thuunugazs Taedarvedeatugeendildineiamiadu

66. ﬂmwnﬂﬁmwa‘nﬂmﬂwagammw Ltﬁ“ﬁ'&ﬁ‘lﬂm\‘l
ﬂ'l‘ll‘i.l"i“’ﬁl;‘l‘liﬂm?'l nam'\umé"nnﬁu Tsangunadsam Lﬁ‘ﬂ‘\’l Dol Vii] o fuaniueu

gunausam Smingiund moeco

Ws&nY oge-¢dwore M Eoom

AUENTIUMIAVUAT IR UARUANBUIANE
) wenged Fs8ulvd wewngdungns Uses1uNIINNS
) MIBNBING BTN WBuIMEgUIRYN TS N3INNTT
..) wsendy uwiyad wnduns N33UATT




