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2.1 Finished product specification (in house specification)
,

1J0 Test ltems Specifications

1. ldentification

A. lnfrared absorption

B. HPLC

Conform with flnished product specification

Conior.r vriLr 'inished p"oouct soec fication

2 Assay 95.0o/o - 105.00/o of the labeled amount of

Pregabatin

3 DissoIution test* Not less than 80 o7o (Q) of the labeled amount is

dlssolved in 30 minutes

4 Uniformity of dosage units CompLies with flnished product specification

5 lmpurities : Related compounds

Any unspecified impurity NMT 0.200/o

Total impurities NMT 1.00/o

2.2 Speciflcation of Active pharmaceuticaI ingredient (APl): USP,Ph.Eur.
vta Test ltems Specifications

USP Ph.Eur

1 ldentification Complied with the

standard

Complied with the

standard

2 Assay (on the dried basis) 98.Ao/o- 102.0 a/o of

Pregabatin

98.0a/o 1.02.0 a/o of

Pregabatin

3 lmpurities /Related substance

3.1. Residue on lgnltion /sulphated

ash

NMT 0.1% NMT 0.10lo
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ta Test ltems Specifications

U5P Ph.Eu,r

3.2. Ch|.oride and sulfate NMT 0.10lo

3.3. Heavy metal NMT 10.0 ppm NMT 10.0 ppm

3.4. Orqanic impurities

Mandelic acid at RRT 0.66 NMT 0.1070

lsobuty[glutaric acid at RRT 0.85 NMT 0.150/o

lsobutyl-gIutarmonoamide at

RRT 1,52

NMT 0.1570

Preqabalin related compound C

at RRT 3.95

NMT 0.15%

Any unspecified impurity NMT 0.100/o NMT 0.10%

TotaI impurlties Nlt4T O.8olo NMT 0.50lo

3.5. Enantiomeric purlty NMT 0. i5olo NMT 0.150/o

3.6. Po[ar unspecified impurities NMT 0.100/o

3.7. lmpurity A NMT 0.15%

3.8. Nonpo[ar unspecified impurities NMT 0.10%

5 Loss on drying NMT 0.50lo

Water content NMT 0.50lo

6 Residual solvent el:ror.ituarxt API

speciftcation

7 Storage and packaglng Meet the requirement

l4tl1Utila NMT = not more than
I

" r.irdo Dissolution rrnv Uniformity of dosage units l#tiuutonartttaal:lunvtAufltJanl:
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r{riulyrjlfioil:orurn:or!flr:hAflurnrLua-frnruEii6nr:fi6lunrthtaaur (Good Manufacturing

practices (GMP))lur,rlrprfiufiurdorrilurfirauo (au'r:riraon'ril:oL.rflrtfl:?aaoulnufllou"lu'iixurar

rr:Yr:or) Inu6'orr]: vnot- pi? u

5.1. rirrurr,rrirfioYr:ou.Jrn:oruflr:r^rAnurflrl.rr,r#nrnru,iliEnr:fi6'Lunr:zufrninqFltlrurrirdru
(Certificate of GMP Active PharmaceuticaI lngredient (APl))

5.2. dtutyrjrfioYl:or:r1a:orunr:r.rfrnurnrrLu#nrnruqiiBar:fi61unr:nFnzufrnfiru'/urr{ru5o;rJ
(Certificate of GMP Finished Product)

1un:fifir{luurrirr{rqrnrirrrJ:vuun rizu6mfrorfi;{rrurvr7rfioYu:orzufrnflruq{ (certificate of
!

pharmaceuticaI products, CPP) ySor.lrjtfioYl:olnr:silvilru (Certificate of free sates, CFS)"lu
; - ' Jaollnafizuail:olfiliur]:vflrfll:vfl?Fr:'rrl'lu}.t'tnu1lltauotr u a!uarqonrL:0! nr:n:?1

l.lrn:5rtr?o.trjorirr,runorunruimqfrufr'rurrirrirp (Actlve PharmaceuticaI Ingredient Specificatlon)
4od

uuav zufr n firuc,r er rrir uio;tJ (Fi n is h ed Prod uct S pecificatio n )

7.1. iitrurillfl:grux-nqA!6'rElra"rn-ry (Active PharmaceuticaI lngredient Specification) uuav

illrt:Erur.Jfrnflrudurr{ruEogrJ (rlnished Product Specification) lnu:vlrir:rur
(pharmacopoeia) fiiii6rl6lnr:itn:rvfilnurrm:-oruour.i#oufrolr{luhlnrl{orirvtunltav

^""oqJrlrn:5ruro{nr:iun:ryrilusir:rurlnsir:ruryfil nrrl:vnroa:u1l:'l{alD'liilat t5ol:vl
rir:r s'r

7.2. d:tut drug monograph rorr.ftrirurr{rriry (Active PharmaceuticaI lngredient) uuavzu6nfirud

urrirtSo:tj (Finished Proouct)
<a -7.3. n:ilvt?mnor.,lrt':ore{rfrep (Actlve Pharmaceutical lngredient Speciflcation) v6or.rfrnfieuq'4ur

odt-

rirrSo;rJ (Finished Product Speclficatlon) lrjrJ:rn51uoir:rsr (Non-officiaI pharmacopoeia)

6'o c u a o r u a-n g r u'j r u r fi r r a ifi 'r 11 1r o'i .n :i r n : r v # u{l utrl n u rio r,r fi l riol o ri otrl fl

z.g.t.fldorirytorrayillFt:firuro{r.r't:irn:rvr.fltusir:rurto{l:vrvodrflua:Llfrntol The

lnternational ConfJrun.e on Harmonrzation of TechnicaI Requirements for

Registration of Pharmaceutica[s for Human Use (lCH) v:^o
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7 .3.2.ilorlruu o LLa s l.n n :-s r ut o'i n r :i to : r v r.ifi zu a n ( l n - h o u se proce s s ) fi a o n o 6ol njt

Guidelines y6o

I33.ilorityufluaulnFr:firurht!tornr:irn:rvr.ifirirr.runtffLuair:rur sr'r:rur"tn rir:rutrfll
nrrl:vnrrtnivrls'r{aror:ru4rL 16o.r :vrrir:rur r{rvYl:rJrrulurriul (GeneraI

q9!

requirement for dosage form)

1il.l1Uuraq:riorirrauflatuntl^l:-rlqFln-:urr{rriry (Active Pharmaceutical lngredient

Specification) uuavzufrmn-ruq{urr{rrio;rJ (Finished Product Specification) 6'ol6rl6rornoir:r
16urriuriavaui!u6u?n-u unri'uurrin:rfifisir:rurfiriorirvuouuasrl'rfl:i'rutornr:iuo:rvf rau'tv

4^udod

imodrn1 urrirn'cu r,r5o zuanflru,2rurdr riq:|
B) r{rrurvrir6oYr..,rlouun',rirn:rvri (Certifaate of Analysis (CoA)) lprufrolr.]:vnolriru

8.1. r{ruururjrfioYu:orzuanr:irn:rvliinq6lfrrurr{rfiry (Certificate of Analysis of Active

Pharmaceutica I ln gredient (APl )) In arlolr.]:v nol pir u

8.1.1.r{rrurr,tirfioYu:oszuanr:irn:rvriinnfru6'rurrirriru rorrinfininnfrlr1rurrirn'ru
!9

(Supplier)

8.1.2.e{ruurrarirfio:-r:oszuanriirnirvfimnfrln-:urrirrYeu ro.rrizufrprzufrnn:ru,fiurrit5o:rJ
9UU!

(Manufacturer)

8.2. e{lruryri{fiof!:orzuanr:irn:rvr.izufrsrfreuqiurdruSo:r..1 (Certificate of Anal.ysis of Finished
v

P ro d uct) I o c tizu fr n zu fr n flru,fi u r r{r r* q 
; | ( M a n ufact u re r)

8.3. ronar:6u#u^r',r,a'rlrniui5:vr.r'lrriunr:r.rFntorinnfir6'rsrrirriry (drug substance) uav iunr:
zu 6 nr o r zu a n firudrir u5 o ; | (fi n I s he d p rod u ct) fi'L{;iu n,, 

^ 
A, u', I ufi ,i o rc u

9) rir rur uonar: lrao{ zuanr:fi nurnrr:rnrfr': (Stability data)

9.1. a"ruuruoflat:116o{i{anr:finrsrnrriln.in-?:vuvur? (Long term stabitity data) siruru I !unr:
2frn

9.2. r{rrurronalirrfio{hnnl:6nrgrn'lr:rorfrrluanrrvtic (Accelerated stability data) dru:u 3 !u
nr:26n

9.3. rirrutonfil:*anizuanr:finrErfi*anvirrrarrr:nlln*r.rtfinarlei l. tsn /d,tutulansf:vfiriBzun

nr::-nb^ (r:rflurrf et tfr'rfi)
q.q. n:fir{.luurfi6'olayaru/r6oqrrriouhilrfuirruruonariruanrifinurn':rilncr1rua-lnr:avarultav/

y6o u6oqrl/ran-rrtJnld lurirvirnvarurirrl n:rfr"ruuravaoprn6orfiuuonar:rirriutt (ln use

stabil.ity data)

10) drrurufiifioil:orzufinflruqiurr{r15o;rJ (Certificate of Pharmaceutical Product) taurvsrdrt{ru'l

Lurl:vryn Llru

11) ;t'rrurra#flfilun?rllail:rarlo.:zufinfirudur (Bioequivalence)Tnuzuanr:finurn?'rxtailLatotnFnfiruqi

tr (Bioequivalence) rflutr]nrlrioriryun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies uCo q'flonr:6n:stfl'lr]:vfruBzuattavfirauatolnaorfrruqiur n:vtii5?.1

aror:tuqr Inuanru-uy6oyrirurrudnrErfl'rarerafitei:-unr::-r.lio.:arfl ,{'.t,:n.l'.lu.*vniix-iflriorv1:

Lrauul afurJotriu t':fikihit^ fru "tLL )

-

t2)riruuryriqfioYl:olrrn:grunr:rJfrrifrnrrvdnrnruq{i6nr:fi61ur.1olr.lfrrifrnr: (Good Laboratory

Practices (G r P) lun: fi fi r,{r nr: fi nrsrfi lau afi rj rr l: v tlt rt
!,

13) r{lluryrirfioil:orlrn:orunr:rfilYnvruavn:vQ'tuurFrl}.Jufinunru'?,:iEnr:fi6"lunr:rfrlYnurtuav
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udr 5 lrn 5

fl:vQluul (Good Storage Practice / Good Distribution Practice (GSP/GDP))

1 4) {ua u o : r n r 6'o r ri r rft o u r r u r o u r r rio u 3 vil? u L : : 1 n'eud

15) r{ruurrarjsfioYl:oqlrn:grur.louJfrrifrnri tso/tE; t7o251u:runr:urfiuauo (firfi)

16) r{rrurronar:ruanrrioranr:leiYrnr:l::olu Green book totn:ritturolaninr:rrr,'rud (rirfl)

tz) r{rrurrono',r,,uro,irianr:kiYunrr,,rr1lu orange book tor uS.FDA. vt6o European Medicines
. ,9 dt

Agency (nrx.Jl

ra) n:rfliritriurfr'uuu:ufrosuaorrnr:finuryrrnfrfln (C[inicat tria[)tLocurlut]:vntotilElfittaolfilzuailrs

n6frnto.iururlBurrfrurrilur6'!tt!!ttav6frrLtflurr:a1ivr{fl't:LLr,,r,,rd (frrfl)

19) nr:ol:lroir.ro::lurfinqrunrll:vnr6Frruunr:!nr:uiruur:v:.rrurtuviltrfr 16olrneuvloBuo::lirpira

nr:eirrailnr:truu'rtorrJivryfltuu v:.fi.2559 vioqiuo::tL6u1 fiaonnfrolfiirl:vnrrrr (firfi)

-duoi5. [{0utljoudl

1) urfrorfiorqur.rdotririoun'jr r fl riuorniufiei{lo1ru'r

z) Elrllnrnlnr:zu6nfieillol"l#lurinudnr:lrtudrovfrorr{rruryrirfioil:olzuonr:itn:rvli (Certificate
,IU

of Analysis (CoA))

3) ritruoy6'orfih 0uuolYur:-16 uur.rr rflo ur"[nfiraroor ur.16orflo ufr prnr: tfioran rvrriourirvtunnruiru'lu'!r

1l J\l

' d 
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5) rirauo :r nr((tr u )Bu uorLh.lu n rfr nd'ryryr rioun:l riruuo rilfl

5.1. urnflnr:rjrm:'loirn:rv#ornn:liuuroraminr:rr1,,rvrriu#xr.ranr:iun:rvfhil{luhlmrrLlraifiru

s.2. n:fizu6nfiruqiurrflFtflanrBunifir6uornfrornarolnur{rrinrruFrruvfl:ix.lflr:orvr:llavur11 
,

5.3. n:rilyruflryr.rrrlcunruornzufrnflruq.ifiorqeirzuarlorJ:vfrr,rBzuauavn:rrlaooflurio{rJrufitriilsrU9

s.4. n:nifinruvfl::ltfl1:tnahn::ilttavnr:rjrrietfr'nsroonornflrufiur nudnr:tt1\11d'ltountfrnnr:
u ql
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