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Certificate of GMP Active Pharmaceutical ingredient (API) Tunuineniliduavie
atiudgn ausaun1snsvaaulnelinaiusesisiudniden (Handaladanile) 1.5
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2) 195unssuses WHO-GMP luniiediiieidesiiu AP wseunsguduiiieuwi 1

3) 1@Sun13suses GMP-PIC/S %se WHO-GMP fiviainengnauiudnionuaslaidionans o
wanINsEuTafoniy wia liinangiuwansnguians (laisuiansan)

Certificate of GMP Finished Product lunsiiaeniiiduavie atudign aasaunis L5

nsrvdaulaiinasusasnIuAnaan (Handalataniia)

1) lesumssuses GMP-PIC/S 410 PIC/S participating authorities #3aumsgIuauil
Wieuwin way/vieiintsdesusesndnsdud (Certificate of Pharmaceutical products) | 1.5
910 PIC/S participating authorities Tunsnaefid@ueue (nsaleiingi)

2) 195umsiuses WHO-GMP vesUsemerudn luvuiniiiieatesiu Finished product
waz/m3edlnisdesusowansine (Certificate of Pharmaceutical products) Tuvuag 1
g1viiEuavIe (NSl UNTn)

3) 19i¥uns3uses GMP-PIC/S wia WHO-GMP finumengreuiudnidon vielifienans
uanansiuvesioaty uie liiiiutiideusesnansiast ( Certificate of Pharmaceutical
products) lunneniileausvie (nsdeniudh) vie lufivdngiuuansnduuans
(lisunasan)
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1) 81983 USP, BP, Ph.Eur., JP, IP atulusind1 auuszn1Ansensageanssas 509
sryihnenvisedsdsinnevesemaiiduandn ICH vie nediifuglmiviosn
AULUUT$1934 In-house process Faaapnadoiu ICH Guidelines nnvadawaznn
vidadedlidesnitludneatulmindiauusznia  neevseassngy Fod
szudsen  Tae azdesdminenasiidiuduinduingfudagidrdnislais
formuauazanasguresmsiengiaunwmlumseiiluandn ICH wiausi
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2) 91999 USP 39, BP 2016, Ph.Eur. 8, IP 5, JP 17, TP auUu# 2 tau#l 1 71 1 avy
ATIAINUTENIANTENTIEITITUEY 1389 TEUAITIEN

3) $1983 USP, BP, Ph.Eur, JP, IP atfusndiauuszniansznsneansisagy 509 5zy
#s1en vise luflenansfiduduinuingaumenddnyidiifidermunuazanmsgu
yosmhaneigunlusseiiuandn ICH nieurisiusesarugniesastona
Tngazsesdiaeifuresiisrnavesuitm vide Lifivdngrunansniuuans

aAsgIuNARAneiEnd3agU ( Finished Product Specification)(dendelndaunile)
nszﬁ‘i?iagjsxm’wqmﬁl,ﬂ?iﬂuuﬂamﬁ'lmﬁuLﬁuaxﬁaeuuumnmiﬁaé’ﬂmesmauf’ﬂ%
(WU 9.5) uw3au Finished Product Specificationlagvauflunaududniaen uaz
Tairfiu 2 U o Judniden
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1) 91989 USP, BP, Ph.Eur., JP, IP aﬁ'u“lmjnd']muﬂs:mﬂnszm’aamﬁﬁmm 1504
52Uin5181 wazldsuniseyddlunsideudfueuda wie 9198aiTe1vesUsewme
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Aifuauan (cH wasuflvlunseusiunuda vio nsdduelymiviosduuuud
§7989 In - house process fB3dOARRABIU ICH Guidelines nnmmamsvgnmm
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2) 91989 USP, BP, Ph.Eur., JP, IP atulumiind1 113805903 Usen1ANTENTIeasI5alee
1394 39U wazagsendnsBuuilulunsideudniuevse

1993 USP 39, BP 2016, Ph.Eur. 8, IP 5, JP 17, TP atiufi 2 1dufi 1 ana 1 atu

AIUUTTNIANTENTNAITITNEY 1509 52U wagldsuniseydflunzibeudiiu
Tl

3) $1484 USP, BP, Ph.Eur., JP, IP atfuindn amusynenssnsisansisaiay 1389 5oy
#5101 vi3e daailefuudlelunsfouiiuen  vie Selalld Sumseysfluneidou
Mfvete lufienansiduduindusduieguidiliddormunuazanasgiuvesnis
Anseigunmlusseiluanin ICH wdouaiusesmugniosesdayalay
svdeslianeiiuvesiiisnunavesuisn vde lifindngrunanaunduuans
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Wnsgrundndneilaefosufifinig Mlileduanendniagy (Fendeladonds) 2

1) wansnsavlaTzie1dnsagy (Finished Product) $1uau 3 sunisudslag )
WeaUjuRns 1ISO/IEC 17025 laluguanendiagy

3 a a 6 o ! a 4 a wa

2) lmmamsmsamLm’lwmmﬁﬁ]gﬂmmu 3§umimam‘[mwadﬂgummi ISO/IEC
17025 #laldgnanuie Tnansnsainsiziendnsaguidengiiuni 53
(Fauel 1 SuN1IHERTULUMIaNANITNTINATILRE BN TN UTINITATITIAATIEN o
s kifionanssusewnsguiesl§URnIsNASUISO/IEC 17025uayatans
WPTIRAUNNENBULRENS WIBHANIATIVIATIEEENTIgUIATY 3 JuN1IRER
NIV URNT ISO/IEC 17025 vearindndnsagunie lfindngiunanunduuans

nafigatnannmulsdesusawanisinnzidaendify (A 7 azuuw)

ANuduRUSYasHaigIlAunmisdaTusasnanIsIlATzisned1fAty (Certificate

of Analysis TuduvesActive Pharmaceutical Ingredient/ Drug Substance) 2

(Bandaladanila)

1) COA Jngiu il 2 atiufievas Supplier wag Manufacturer WuingRufindngusiei 2

2) fawz Supplier #38 Manufacturer ag3lnegamils e llygunisnanfeaiu 0

nagaUnunmvtisdeTusasansiaTzifitend1fAy (Certificate of Analysis Tu 5

d9uvasActive Pharmaceutical Ingredient/ Drug Substance) (dandaladanila)

1) »39NUActive Pharmaceutical Ingredient Specificationﬁqﬂﬁ?‘ﬂ'aﬁwm Supplier
uazgManufactureruaginisuansualusuinuuduavimeaeulaoniiu witde Physical 5
description

2) ®359NUActive Pharmaceutical Ingredient Specification vgnﬁ'%%’a 71994 Supplier

4 wsaManufacturerwagiinisuaninaluguuuuduarinaaeuld snviu Wite Physical 4
description

3) #1337V Active Pharmaceutical Ingredient Specification wnﬁ"m’faﬁwaﬂ Supplier
LtazManufacturerl,l,azﬁmil,l,ammaiugﬁl,mu “Conform, Complies, Not detected, 3
N/A,<@1a%, >Aav” ety %ate Physical description

4) a33AUActive Pharmaceutical Ingredient Specification wnﬁ"n’fa 719984 Supplier
w3aManufacturer Ltazﬁmil,l,ammahgﬁl,wu “Conform, Complies, Not detected, 2
N/A,<@1a%, >Aav” ety %ate Physical description

5) @39AU Active Pharmaceutical Ingredient Specification V!ﬂﬁ‘)%'a 79994 Supplier
wWsaManufacturer usiluwadadAsy 1wy Assay, Related compounds 1Jufud
mmamwa‘tugﬂuw“Conform, Complies, Not detected, N/A,<@a%, >Aa%”

39 linsariu Active Pharmaceutical Ingredient Specification Mluilagiumnsves 0

Supplieraz/v3aManufacturer %3 NaN15IATIRRAMAININGAULINIL Y30 KA
AR liansaeIuesn wse nan1siaszvnunwlitaau se Ll
wangusansndukans (Lisuiaisaun)
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ANuduuSvaskanigaauMwisdesusasanisiaTzienduiagy ( Certificate

of Analysis lugauvas Finished Product/ Drug Product) (Fontoladeanis) 2>

1) COA ludwwes Finished Product 1¥imgAusuniswinifieds u COA Tudmves
Active Pharmaceutical Ingredient waziiniiidasusasnnudanndaduadjuingiu 2.5
fusuaserduiagy

2) COA Tudwwes Finished ProducthildingRvgunisudsideaiu COA Tudmves
Active Pharmaceutical Ingredient %38 Lifintisdesusesnnuaenndodvadsuy 0
TgRuiusurewdnsagy

naigauaunwiisdasusaImamAaziendniagy ( Certificate of Analysis Tu 5

5 #2uv89 Finished Product/ Drug Product) (tdandalatanils) i

1) 7537V Finished Product Specification Wnviadiauas imsuanwmalugusnavii .
nagauld ontiu Wide Physical description '

2) w34U Finished Product  Specification  yn¥iadaud dnisuansraluzuuuy
“Conform, Complies, Not detected, N/A,<fla%, >flae” uniiu %ats Physical q
description

3) w33 Finished Product Specification ynadaudluiatadAymudinsen wu
Assay, Dissolution, Related compounds tJufu ﬁmiLLamNaiu'giJLLUU “Conform,
Complies, Not detected, N/A<fav, >Fav”vislunssduFinished Product o

Specificationwisa nanisieszinaunmendnsagulidein vse kinssiudaagng 9
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UABULENS %TD HANTIATIsRAANlNEINsasWeeNld  W3B NaNI1TIATIEY
A lidaaunse lulivdngukanunduwans (Lisuiaisan)
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HafigatannINsAneIAUNALT Stability data (A 7

AZLLUY)

fin1sAne Long term stability (1@antaladanile)

3

1) fin13@nw1 Long term stability Wulumna ASEAN Guideline on stability study of
drug product AsumNpIgEAfmuAliuuaan waziviadanimaseuasudu anu
#151e17181984 (adinetion 3 JuniswAniineiiies Auuasdesiionansiuduiaviunis
wAn fisiaidasdiy wuans) 3o nsdid nansAnwaruns ldautiend dosd

LBNEANSTLINSANANTSANIANUAIT LTI LT sUnRnSelenansSusaNanIsAnw
ANUALH L TEMNLTUNRIINEITNIUAIENTSUNITBIMNT ALY ULER

2) fimsAnw Long term stability Wuluau ASEAN Guideline on stability study of
drug product AsumteIgeifsualivuaan uwazlivadentsmadauasudau au
M51e718n98e (aeetion 3 Junisnanitlild deilesvFelifienanstiuduiaviunis
nAnTiseiasiuuuEns)

3) A13ANY Long term stability Wuluau ASEAN Guideline on stability study of
drug product AsuANDIBENIMMUALIULRaIN whiden1snadeu liasudau ay
7151817197484 (aEeiley 3 JUNIHER)

4) finsAnw Long term stability laitluluana ASEAN Guideline on stability study of
drug product %% Lfitona1sn1s@nwn Long term Stability suans %39 na
MsANwILLEn Haenda 3 Jun1sNan Wsensdlinan1sAnwinua Tulinues
Uni ui hifhenanstuas nsdnanisinwanungn Lildnutasnivieiionans
SuseanansAnenuaw ldldnugasun@and1inauAngNIINNITEIMSLALYN
UILEAT 938 NI5ANE Long term stability iajm‘umumsgmﬁﬁmum"l:’iuuaam VED)
MsAnwIANLAENWsEyUsTLAMUsTAasilinsaiis e we wansinm
Long term stability laisinu

finsAnen Accelerated stability (Bandaladand)

1) finsAnw1 Accelerated stability vHulusnu ASEAN Guideline on stability study of
drug product wardmIToNITNAFDUATUIU AMURITIENTIONBUATU 3 JuniskEn)

2) fin1sAnwn Accelerated stability vHulusnu ASEAN Guideline on stability study of
drug productiaziiiUan1INAgEUATUAILAILAITIBNTID19D Y atetias 2 Juniskan)

15

3) {in15@nw1 Accelerated stability WJuluma ASEAN Guideline on stability study of
drug productudviatianisnagauliasudiou musis1e1M191989eEdes 2 juniskan)

4) §in1sAnwn Accelerated stability laiBulumu ASEAN Guideline on stability study
of drug productw3alifitenaisnisne Accelerated stability uLaRID Sua
NsANwULEANRENTT 2 JuUN1IHER W3B Nan13ANY) Accelerated stability Laiknu

M139U@AS Storage condition @14 ASEAN Stability Study Guidelines

Long term Accelerated
30°C + 2°C 40°C = 2°C
759%RH + 5% RH 75%RH = 5% RH
25°C + 2°C
60% RH = 5% RH

Generic Products

Refrigerator 5°C + 3°C
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A. fin1sAnen In-use stability Wiy e1da erfinaunauld 2
1) fdogansAnwemuassivualdmuissyluenasidusasuiunansazans 2
2) idfeyansAnmanuawvudaldnuiisyluenansifuuslinsudnumgn
a15avany 0>
3) lufidayanisfinwianuasivasdnly 0
B. MavagaunsinuUsnsdinen (Splitting Tablets with Functional Scoring Test)
Waz/u3e In-use stability nsdl 8udia 2
1) sruvadinenld Ween fsesuin (Fuvsedels) waz Snsveaeunsinudsasadne
(Splitting Tablets with Functional Scoring Test) %38 NAN1SNAABUAINAIFIVBILIN
gnfivnulansadinen  (n-use stability testing) asumdafMuATEEIITIB WY 2
USP v3e USFDA was/v3e finsvadeu impurities lugnfiinuus Tneviesufifnng
6 ISO/IEC 17025 ﬁiﬂﬁdﬁjwﬁm w38 finansfinwuseansnmveseniivnuus
2) vinuvsdinenld dinefisesunn (Fnuderdsls) wag Snsvadeunisinudarsadag
(Splitting Tablets with Functional Scoring Test) wag HANSNAADUANAFIUDATIR
griivnuuirsadngn (n-use stability testing) AsUAMTarmUAveIs18198S 1y =
USP 138 US.FDA uglifinisviadeu impurities Tugniwnuus
3) sinuadinels Winelifisesuin Ginudansals) uainsvageunisinulansadag
(Splitting Tablets with Functional Scoring Test) waz/13adl NANITNAFDUAIINAIAT
youdnefiinuvsesadiner (In-use stability testing) Asumudaruaesns§19Bs !
W USP %30 US.FDA
4) nsdinudadnels Waefisesun Gnuvsedsld) lifnmsvageurnudsasadae L
HANSNAABUANILAI 138 In1snaaeuanuaiilaeviealjuRnsvedngn 0.2
5) liifiseeunnlet usvinuladeenls 0
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a ¢ a_ o ¢ . . = v v =
NANEIUAMNINANNFNLAVDINEANMIYT Bioequivalence (1Fantalatenils)

1) nsolluenad
nsaifduenduuuy Fesllonansduses Neniibueauetndusdunuy wie enasi
anunsadudundonansleinduendunuy undunans
nsdiiduen Second Brand wasendunuu dasfiienansiuses nudemindueni
wAmINUTEFeIu ilamnmlunnduneumiloufuenduuuunndszns
nsdhlueanday/enandigylvel Tiuuuonans Susesandrinauznssunisenmsuay
g1 ludiurasraiansansenunsinyBiauyalunyudvomansiue
(38n13An¥1 Randomized crossover design, 81@1@iAT >12 AY, \usegs >9 90)
nsnmmLﬂusﬂu:uwmnemL'Ju‘lumaamn'ﬁﬁnmmauua L
> mammwaamLaammwaﬂuimwmia N
> mmi‘uﬂi“’mu lfnui'IJLLU‘U Elixir, Syrup, Power for oral solution Wudu
> mammemmmﬂmmaiﬂmmﬁamu
> g8y q Fedinnuaaenssunsemsuazeniiniseniiy defiienansiidinau

AgnssuNsoIMISIaze) linsenuiunsinundsauyalunysduuans

**mwiwmwcﬂmLanmsmmLwaauﬂuQﬂlumaaﬁanmqauua UIUUULERS
nszmnmmmﬂwmmmiaumamLLauf’zjumuaa ( BCS 1) fasflionansiidnineu
ﬂmuﬂﬁmﬂ'lia'lm'iLLaveﬁLmﬁsJﬂL’gumiﬂﬂmmamﬂuuwa (Biowaiver) 41UaR3
nmmLﬂumaanzWImQW'WMu,athsvmmwaanqwsquvw‘lm‘lumwu
WU uruly, evgene, endenvednaen, e1@unng Wusu dedlnanisAnwiainy
windsulagdsilssuiisunisAinen mMandewaraninseionsilssuiisunanissnen
nMendinunu mnlifinanisAnsuuaasdasionansiidinauamsnssunisaiing

wazen linsaniuluEn
a & = o 24 =
2) n3audug1BMINYAALARY
fe9llenans SUTPIIINEIUNANLATIUAITOIMNSHALYT  MIEINYBY HANINTAI NS
Wisulgunnuadendaiulaensaiue1¥aingdneds wse Senansnisfnyiludinves
miwismmsmmwmmmmnu‘ﬂmmaﬂummammam (Comparability Exercise :
CE) odrslapganils uuuuuans

3) nsanduend endunuu Tunsidounoud we. 2534 Fedslsiidederulunstunsdou
M3U81I19BWIN15ANY Bioequivalence WANINANISANWITIENNANULULAAS LAY

WIUN1ISNATTANLEE HUeEa SUTEIANNEIUNAMSNTTUNITAINITHAZET NTENTS

#15198UEY
A19738UEY

4) nsadue erdusuu Funsideunaut) w.a. 2534 Fedslufivaterulunistunsidou

f3uEnI19ewin1sAnY Bioequivalence 1aaiinaNSANNTIANYANIUUULAAG UG
LindsdaiusasaindriinanenIsun1samisuasel N5eNI9E1513UE NN

15

5) nsalluen enduswuu Yungdeunaud w.a. 2534 Fedalifidededulunistunyideu
f3UENI19aiN13ANY Bioequivalenceuazlaifinan1sAnw1TrauyasuuuLEanS

6) laifilenansfigatinauamenuauyavestdnfusionn funans lunsdfionduguuuui
Usumﬂimmmﬂmmama wio lifienansAisuduinduduiuuinuuuuans
viialummmwﬂummammﬂsaumaumwmmEmaaﬂuimamaﬂummmqmaaq
ns@lenTringadnonda(Comparability Exercise : CE ) infuuan
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1) nsdlduendunuy el lenansitsusesindue  susvuuuunandlushde  waigey
AMNIN Bioequivalence HLUULERNS
2) nadhduenandymififinnuminieslunstdadhviieusiiueduuuy deddsuns 10
8 U539h US.FDA. Orange Book 11141 ULaRAY
3) 1§5Un155U58991n European Medicines Agency (EMA) dawunsaiudeuuuen
sunuuldl vieluenansduifnasgidiousi °
4) fisrefondnsuailunisde Thai Orange Book 3
5) lail@sun1sussgly  US.FDA. Orange  Book #30 Lil@5un135Use4971n European
Medicines Agency (EMA)#%3aThai Orange Book#38 Iﬁﬁwé’ﬂgmuamm?jmmm 0
wnassusasdidedsldifisusinenduwuy (Hia 5 azuuu)
Yoyalutenansiianduuans (Fendeladawie) 5
1) nsdidugndunuu fosionansiuansamsdeyaluduvestouddoilétunsdoud
ANENTIINTOIMILAZEN NieuTiuTaImNgniesestoyalnsazfesdiaeiduresd
S1unavesuiTn uazdesditonansitsusesinduen sutuuinuuuianduinde nangay
AAIN Bioequivalence
nsdhduenanfylva dosdienansisusosiidouddfvinioutveduuy  Jaudu 5
? nansiuansnsivieuiisudeuddilitunadoutunmenssunisomsuazen sswing
ety onansiylmiiuivendusuuniisoudoudduassieaziBenmilounasiieiu
Tugtuuummasieudisusetoudd wiouissusesarugniesmesdoya Tnsasdosd
BBV INNVBIVTEN W UUULERT
2) Feuddsmuildiuewiinndinnuangnssunmiomisuazeudtissndieduluy 3
3) tenansiiugnlifutiagtu vide linsefusegisihundunans vse SslalldsuniseysT
MndriinnuanznIsuMIevsuazen we luflenansfisusesifiteudifimviieudu 0

BIRULUU LUWUUKRARS 30 WITWaNgIuLEne 1dunana
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auanATIZaUsHlsvdran1sufiifeu (fu 11 asuuw)
A2NENYIRIVRY Primary Packaging(iiantaladanil) 3
1) 52UT08n,ANULTY, Tununeny, laUTUTINSHARLARSULLAGY AU ATLEE o 3
2) seyBesuazarius wilissyfununengrielariuresnsuanuundususimnag
g0y !
3) sryiestonn,muuss, Tununey, laviureansudn egndlaegrmiluuansuundy
faginmhegesnialiansasyylaindusvialandainsdauvalumieges °
AUENYIRIVEY Secondary Packaging(idandaladond) 2
1) szyfiesn,mnuuss, Yunuaeny, laviuveansuanuansiilidaiay 2
2) syyTesuazannuuss uslissyiuneogvioiaviuvesnmindndanandidiulddaiau 1
3) szyfleadonn,ANLSe, Furuneny, lavgureInsnan sgdlasgremil 0
anuszanlunisldnuveanduiud Rasanduazuuunnsulaslinzuuuduge ¢
nadey .5 168 udazuuuay 6 AzLUL)
1) awsauds wen senidunibiegesld wu unsendisesurazaindeniswus ludu
2) fhondnwaluudneniitaelinerensusondy §nws, U vidnedusiu
3) indvfasiannsntofulandonnuturieduaressnaunadonnsuenldeds
Wiangau
10 4) ﬁLaﬂa:iﬁ’]ﬁ’Uﬂ’uLanmﬂ Secondary  Packaging %nﬁaaﬁﬁagaﬁg&mwﬂwmmz
MWINQY
5) nsdhiueniieafuinugamgilugifu luuusasgiussuunisauds Cold chain 11
WAAIRIEY
6) AuautRBurluUseloviiensufifnu
> nsdliifestigunsaiidiedddaniuen 1wu Uinndndugdu fesuduss anusanen
Usznouldagnin myuliurwnenlanswnuuiunm wagnadaeladne Hidesdisly
nsuuUsuUsInaelunnaderosmansy s
> nsdldaenasnsoutnsldiu Waendostisesuinuiasine asmndenisiinuds 6

> flauaudAdugiidulsslovidedinouas/mielsmenuia 1wy
- deyanifiusnvmdadelifeuundinung
- fognisltdau >2 U ndaniswée
- fdwudinesieunsiresonisiuiuan
- &nwauzwas Packaging, uaen Swdadinen liidessionisiia LASA

- awnsadaldlddenarazain wu nidlendaiiegluaa aluminum Aol
dwsuliian viednduuns blister iy aluminum Aastluriiagaln

- ldwudsgiinsrenudymauninlusefendaiurienguninuwasHan
UYBINTENTNAGTUGY
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foyanisnwmeadvnsitlilidoyanisinumendtnildlunistunsdeuen
(Aendaladanile) "
1) fisenun1sfnemedsins lugluuu Randomized controlled  trial (RCT) Tyl
(Fosldervasuignamasiunisfinu windu uas dodsilidayanisfinumaendn 15
1 (Clinical trial) vi3ewnansiildlunistunzidouen)
2) fis19un1sAnymsinms lildguuuy Randomized controlled trial (RCT) Fuly
(Fosldervasuivmauadiunisfinu wirduuas Foslilidayanisinumeaddn 5
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