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7.3.1 Finished product specification:

v

U8 Test items Specifications
1 Identification Meet the requirement
2 | Assay 95.0 - 105.0 % of the labeled amount of Pregabalin

3 | Uniformity of dosage unit Gﬁ’aﬁld’mmuﬁ‘wﬂu finished product specification

4 | Dissolution test NLT 80 % (Q) mely 30 w#

5 [ Related substances d-Isobutylpyrrolidin-2-one < 0.5%
Any unspecified impurity < 0.2%

Total impurities < 1.0%
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7.3.2 Drug substance specification: Pregabalin

) Test items Specifications
1 | ldentification Meet the requirernent
2 | Assay 98.0%-102.0% on the dried basis
3 | Impurities
- Residue on ignition - Not more than 0.1 %
- Chloride and sulfate - Not more than 0.1 %
3 | Organic Impurities
- Mandelic acid - Not more than 0.1 %
- Isobutylglutaric acid - Not more than 0.15 %
- Isobutylglutarmonoamide - Not more than 0.15 %
- Pregabalin related - Not more than 0.15 %
compound C
- Any unspecified impurity - Not more than 0.1 %
- Total impurities - Not more than 0.8 %
4 | Enantiomeric purity Not more than 0.15 %
5 | Loss on drying Not more than 0.5 %
VLR

Wata Uniformity of dosage units Wag Dissolution THkuulenasuanssiuasidoanans
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- Drug substance specification fansanannluiinsisvivesuin drug substance n3ely
Ars1evt drug substance vasndngduiegy adulaativik Tasfinsnslinsgdasun
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7.4 Fouludug

7.4.1 tonansnsléFuoygatunsifeusndusndedniluysandlnouavdiuas (dectare)

UEHER

7.4.1.1 tudhdgnmstunnloushiue me.2 we3 o4 wdusinsd)

- Wunsdifduenindnluyssmalng (e.2)

- lunsaidurwindnitawoussy (e.3)

- lunsdifdusnihdhondssma (me.4)

7.4.1.2 Tudwetunadeus vie.1/6.1 voswflauesm wienssandeaiate
mImuRRINwYBAnTusinaid sy (finished product specification) wasderfmun
AuAWMYBYIRGAY (drug substance specification) nsdiitegsswinenvasuntag uhly Wi
JsRoaluuLBna1sN1Tvenily (8.5) smm¥en finished product specification was/n3e drug
substance specification lngvsuilunawiudssmealsemaradidnnseiind waslsitiu 2 U o Yy
Usemmlsenaesimdidnnseting

7.4.2 ONETIUTBNNATT NN IRERE"

74.2.1 nsdfemdnlusadlng frdndedidunamienideuseanmsgmsdn
gmumAnLNasTIaEIENsALLAIHEREY GMP-PIC/S w3aifisuiiy veansensasarsisngy Tu
yanag T

7.4.2.2 asdiindurmihdrnnsssane Gdadesdidinamaenideusennasg

mstBmEmImdnnasilar B IRlUNIHEREN GMP-PIC/S Wis cGMP vassmegian

7.43 lenasapATIBsETiaueTIA @Ennnmene)

7.4.3.1 wan1smsaviiasisvinuannansineivsalndn (certificate of analysis, COA) Tugn

suiduuetne

7.4.3.2 namsiaseiaaawingivveaiiendiy (drug substance) Tldlunsainengy

fduduiesniwesdneuasinaningd

7.4.3.3 wamsfinw Long term stability naentaangueseriifunadouly

7.4.4 R1987907

. 9
awa...........,..f?}.'.’....a.’:?::::........ﬂismunimmi

ﬁ\?%ﬂﬁﬂ?iuﬂqi
ﬁﬁ%ﬂ....................?.ﬁgg.r}...............ﬂi?ﬁﬂ'ﬁuﬂﬂlﬁ'ﬂ'}qﬂqi
38 e-bidding 53?«3@500,000 U USuuye a.0.66

-



7.4.4.1 avenmdosdairednersdiios 1 mheussgine Fulufunuuan
= o v < o W u Ve o v v « ¢
Twasdealdnsuinnniimualuibdenuaniivludviu Taelsmeunagudnmsunnd
uwdIngaeassansaiveavudrsiunsafiviedwlilaghiuliliinedla
w =
7.4.5 mM3dsznuAuAMEYdwaY
o v = (R i <) < ar L = A’
7.4.5.1 enfidensudesiiongldlabivdesndn 1 U 6 ieu Yuanfudwevieiuduengueen
prviunsiienfumndmderluidn DuansenansBudunisiiissqumsidndemioimiide
o w e =
Bududuuaniuiieusige 100%
o v ) ) = ¢ 1 e
7.4.5.2 svnaiidaisvasisadunnmdigluiusemamsnsasiinsiesienuiidesy
A 1 o [ 1 o < ] o L4 [
7.4.5.3 nsfifmhesenisinisguinesgwidweuiedmsiviinsediguam wiy

oF ot

S a ' 1 o - ° 4 y
TN WNINUABTOIVORIBENEN IﬂE]F:f:‘lﬂU'ﬂc‘ﬂO‘{aﬁﬁﬂEﬂimil@ﬂm'\llQqu']u‘ﬂ%ﬁ')ﬂif]’fjﬂ'ﬁﬁqmi'n

) ¢=\ ¥ ¥ o o = 4 ] 3 i
Answinasduiuinveuailddeiierdelunsanednseiguamw nsdiimuietliduly

AMAUANBUTIANS mi'sﬂswanﬁ'uaamuﬁw"ém%’nﬁmﬂsmﬂnmﬁuaswmmﬁqnei"s'mw},"ma
wer/v3efuAslunfuely

7.4.5.4 frpavsssfuasusdsrlindvneguiolonuneng wieilefinadenanm
fhenlsznislaq neudwun Tnghifidewly @wisdeduseuiundeuen)
7.4.6 \onansauy

7.4.6.1 wingafhausldldyaduuuy (original drugs) Fosilntedsuaninisnagay
bicequivalence v8se1ianasuifisuiuaduuuy Tagdiimsfnwidaadulunamaninast
waznUlidlunmsfinyitiaaveshoailyveshihnuanenssumsemniese niensng

é’ o] e u =.l’ ' 1
aoninigy detlsvylunsdindhendrdiyuesedunuuiuvsidouneud w.e.2535 wasueilungy

-1

Al

- ﬂfs}:uﬂ'} Biopharmaceutics Classification System class 3 w5a 4

- pindlugusuy modified release

- g#ifl narrow therapeutic index

“iidinaunuenssunTesHaEEWsEAATdshnsAnYT bioequivalence (W
grauiilingndy, zidovudine (azidothymidine,'AZT ), 61 sustained release W3agnduq muil
Ussmealunionda

7.4.6.2 n3alfiflufeiidesasansuas/mialeannould deslinamsdnmanuasanin

nasmsaraneuas/Miodesne lushavengrneg asuiutasaennaosivienansiiuen

a0 V= ssmnsmms
asila.. !'fm ORI 0 3 V'2 o
asi.. ’é‘a“%z{@w ASIUNTTUALAYIYNT

7% e-bidding %awuu@yjyxﬂo um UTuUy 4066



7.4.6.3 wnasvenweefluanadwmdninaliimsiatluninifiuinme (Good storage
practice for pharmaceuticals, GSP) a1 WHO Guideline 2003
7.4.6.4 wenansvienmdneiinansimdninaiiimanntunsdasmineunduiost (Good
distribution practice for pharmaceuticals, GDP)} a1y WHO Guideline 2006
7.4.7 giauesin (fure) Busanlisnidndygineussuimun (LanuenasnisBugesliian
dygy) i
7.4.7.1 nsdiuaguanadnsisininnnsiinemaninisumdvioRenlfiRnsiit
wrIgu 1ISO/IEC 17025 Liulunmnasgudormualunsuseniasen
74.7.2 nadnfsiewiaifgnduniiviunatemmalaedinemanenssmsems
wazen Turanawesdygstessany
7.4.7.3 nsdinulgmamanainudnfusiiendwadeussaviuauasmnsendese
AUaeTlFuen
7.4.7.4 nsdifinniveynssumsindunssunasnisiinvedlsmeunagudnisunmg
umingdendudnunl dagrsenantiyfen Tsmenavesndnnisddenlusdadaly
748 mhinmwaamuﬁwé‘lﬁ%’uﬁmmmﬁmﬁmﬁmﬁﬁﬂssiﬁgnﬁsmﬁuﬁu‘lﬂﬂﬁ'\ﬁmm
AusnssUMIBMIsUatelussesnat 1 1 nouludssmealszmasadidnnseiind
7.4.9 wansfosihiniauens sefedbiasfiaviooglusswitmsndunisgnaniunai
WeafumsasdaundydRuinguaneviednslag Tudvstnsynaady
8. ndninusilunrsiersondaidondoue  naeisem
9. funiandsueureg 30 fusieu 2568 T.ﬂaiiawmmaﬁ'aﬁ’m,,zyws-ﬁawmaLLUinmmﬁ‘lﬁ
Sdinvsang fRevsennludedaiuasng W frsesfesindwmluddeliuduatamelu 15 %u
S uiisuludede winduedueuadwielidusulusremaarimn wierdedesnuel
waduuludnidesas 0.20 sedu amyarnaedudedelunsaug
10. INUIASNIIERY aInendeasieiunuduniluddedesusazam \flonsnfuitag
udaade

g A 1w woov s : . & y
11, Snsnariu Andrudulusmeiludngerar 0.20 sotu muyarwedudsdslunsimiug

asie..... %“’!ﬁ....aff'::?........ﬂ'isﬁ'lunsmms

aste....... 00, . NITUMS
ao%a éﬁ%&m L ATTINIRAUATIYAT
78 e-bidding ‘Umaﬁm 500,000 ym Uul§e a.A.66

W



12, nMsAvuassazatTulseiu
12.1 sruzmiudssiuanuidananinen
ar ol i = o &l & o 1 2 v )
12.1.1 Sudssfiumnqumseinlunsdedouasdufiumsnude 7.4.5.4 Huneagiasiy
o o v & o a4 é v ' ° ™
Wasuswilosinduument Wadlovurongvsadlomadasan wmeusznisiag nourdmunlaelyil
d ol o o s LY .J
Wouly @wisdstussusun/ious)
12.1.2 nsdiillgmismun e lisndunsany wumsamsaniunsdamslymasnm
8199 dNIIUANENTTUNTTDMITHALEN NIENTWAGISUY
d .7 LY} ol [ 1) ror
12.2 szoznanaeuet aelu 15 Yu Tudnenfuildfundeudsuanwesn
o
13, DU 9
13.1 Feuluntamyradusien
¢ @ o o «d o o 4 1y
13.1.1 inasinsdnduilionTasaeundnlulumunginausifdmuaynaens Sefedwi
A15M5I95U
P )
13.2 daulovnly

anl v o o u 3
13.2.1 nedifdudndiomannsonaniiaauldifus i

..................................................

A48 S ATRINS

m%n...............éf.‘;.?ﬁ%m..............niwm'masmmqn'ﬁ
T e-bidding %mu?maﬁw,ooo um Uiuu§s a.0.66




