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Abstract

Thail.and had adopted and implemented the ASEAN harmonizatjon on Standard

of Quality and Common TechnicaI Dossier for registration of drugs, aiming to ensure the

drug's quality. Thls adoption is also in-Une with NationaI Drug Po[icy B.E.2554, in

emphasizing a re-evaluation of drugs causing a great impact on patients and public. This

study was a qualrtative research by two major methodologies, literature revrew and

focus group meetings. Results shown that the Standard and Requirement on Registration

Dossier- Quality part differed from the ASEAN Standard hence reflected differences and

inadequacy of quality data in those dossrers. The study also found that the differences

were directly dependent on timeframe of the registration. Since ASEAN harmonization

had designed for registration of drugs, it is essential to deve[op a proper standard and

requirement and for re-evaluation of existing drug dossiers. Re-evaluation of Generic

drugs towards ASEAN Standard, aiming at a practical achievement on its

implementation, needs readiness on both admtnistratrve and techn]cal aspects, risk-

based priorlty setting, as wel[ as short and long term plans in implementation.

Keywords: Re-eva[uatton of registered drugs, Quality, ASEAN Standard, Generic drug
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tuluflqoflu (Good Manufacturing Practlces: GMP) "L#u{JunXrrura 6'ronr:oannln:vvt:rltior
o v dad i u

nruuquanLfl6ue4 ?on1: uavrioullnr:rufrnuruzuuflouiu y.fl.2546:rufirnr:oanil:snrrt
I

n:vvr:?{ar[rtruarrtor nr:rirvuo:ruasrdunrfiurrYru6'nr,ncuq,irras?6nT:'Lunr:ru6rlar*2u
I

flonriumr:rnnulru'jrfrr ua1 yr.fr.2546 Lrasnl:oonil:vnron:vyr:?{a151:cu4r,rdoo nr:rirfiusr
<iuvdadqaqaoildu

:tuavuduerrilurn'uraa'nunruvruavTEnrrlunr:arfimuruzuuflonriue{tnYuEJrfirimqmunnraillu'i1

piruur fl.fr.2549 riolrt6'finr:rJYurJ:':rafinunruqi'urasi6nr:lunr:26flu'rrLrJuflo0r.r-u1#rtjutrjrrtr
l!

ttu?yt't.it0{ Pharmaceutical lnspection Convention and Pharmaceuticat lnspection Co-

operation scheme (Ptcls) rdotrilfi'rrrr:glud1n66'ur{Jufiuoriradxn{rrrrl.i$asaoflFr6'alfi'l
u d d v 

rlpruoonil:vfl1fln:vyr:'r.ifi1or:[uatr6otnr:rirvun:ruavt6untfiurfiLlflamna{olLcjrjuoflo1u Lf}u00flu:yfl1fln:y? 
5

u#n rn ruqdrra v?6 n r:1u n r : zu 6 m u r rrzu ufl o o rlu elrxl n n uur rli r 6'r a u r \.A.25 5 4id

a
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eirraYuanryrflrgrar6'ruqrufl'w\u'r lunrn:ruiu nruvffi{ulffirnr:'ryfirrnzuan1:uflr:c:-r

n6un1v!u'ruruufloqliutoril:vlvn vrujr flryrarur6irrEr:dfiqurfl:orufirrur1riuhiurmnrirtriurinlu

:vu'jrr u.A.2545-25472 ilu vt.fr.254g-255L3'o'5 (qmr:rsfi t) 6o fiprrflufouav 13.1 uraviouac

1.0.496 nudr6'u

ntrutt 1 a n run r : nifl ruur rrrun rn a r uarufl o oriulun ru :':n:cu'i rt fl .fr .25 49 - 25 5 !3'4'5o1 i

arunuf,qtiu
col

{11J?Ugt?0u1.:

I zsqg 2550 2551 :rl,ytordu

atu'l1.JFt'tour{ 2,993 2,460 1,885 7,238

y,ruftFrxJlF]:fi1u 291 264 204 7qQ

Ftot!u:auav 10.1 10.7 10.82 1.0.49

e{rfinrrurrcuvfl::rJfl1:o'uar:uasurt6'rirruanr:irn:rvvinrunrnur 'Luti:r yr.fr. 2546-
I

2548 lril:sffiurr:rlda{ttauriafl:svru rfrr1u:s6'ur.J:vrun :vd'unfinrnuav:co'uTan nu'ir urfifig

tn:ugfro firuan:vvtuvtrrnr:rlumrrsr:.:firfinarnarfi4cunrrtflfrurqr:qru* trisirn'jr 1"22,0L5,8T9d i--- a -

urvrsioiJ lnaluuriavtJfisiru?uiutnt4,-nudtd;urian:vyuarnnr:l{Erryl*tl16rrn:grus;lu:u

1.0g,352,769 iur (1,0g,352,769 patient day) lpruiouav to r{Junr:'L{urrfiou::ry1'ro'1fl1: Lrau

iosav aq rflunr:ldurrfionr:inutatoflorriuTr. ,rnrrn,ir lunr:inrcrsiruru 31.,961,780 iu
I df Yr' rl Yu j 6, v y . t y y ariotj (r-huoctdYun:rutfrutlu:vd'rfluLri{ (rdu 6orr{rYunr:YnrgrluT:qvrurura finr: u6og

nrurdurqr. oseicrran:vuu'lufrruqi'x1 fitarn'Lriaur:nnruqrun:rtrdut16' neirr6o 1u6'ruU

4 dA dt v , i o \1 ya .!r, 'uiy 
jd 4 &

taut?sl tUumu) vrLflr]01nfl'r: Lpr:!u'rvrLlr LprnrunrultFl:oruyr:rnrriltAu{6{u'l{:1unl: uonornuu
d Av 16 A q vty 4 J , u
frnr:iftr'" finl'jrarunqarlrjid'rrn:grura6ouf;olrafl1?r ru nnEirerurriaufirfro{'u3lnnriu arofi

.t.i,duartvneiruufltornerrrrn{anrv'rro.iur nr:rueir nr:tfr!inur nr:rrilw::o:yr-tur.J:vriunrunlv!I--i9

UAU6
ur uavdrzufimn"ruvttol flryrar6'tnrir': orfiudu qrunrnurirul:n finrue{rn'cyrionr:aror:cuqrvr'l
6t u I e ,i u"[u:sd'ul:vril6 

flfin.rn LrauLan ril:luuon01n6o,:tilauunr::hurornul]J1a:f,1u iflu u.rruyruU-d
4o."-&ruddyd

raEoflrfir:ot (Reserved drugs) ftfrarfinr:rrruqunr:l{fird:rrrpr{uu6: 5ril:rnrurrdn6:a dn

fr'lritorofie.ra"L#finr:urni:vurrrroqdofi6oriourilalurulurfilfiu drnralri'nr:nrrnil:nrtjutrJt6'

u.nd, fr'rriudtrlattitritfiun'r:urilci otjxr{Ju:vru a:u?{0: 6'rrusinr:?6'uuavfi'ruur nr:rufim
d4Ya<

aufl{il0ilu:LnFl{

" 
in 9 :rEJnr:r[:n

t 
:rnroluyuraducJorl:lvrurura

t r{rurrulotililruronunir Defined Dai[y Dose (DDD)
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druiurua nr:rir rfrunr:ror n:uiuarnraninr: unurjsrruTn:{n1:a;1{ufifl rl:v fi'u
& 17-20

niln1flLravilrn:oruuinr:druur :vu'jrt \.A.2548,2549,2551;;aa 2552 riu' -" alnn1:el:'la
l4

a du I i I q r I
'rLn:ru14Fr?our{ur trdufr'rodr{arnl:{v{u''ruraYtri'tluttavuond'rfi'on:eil:?{4101:ilatfi'?

i4l

-vv
r.J:sryn vruflryrarfiorrm:oruraduiouav 9.s2 6rfiurur1ri:rlndrfiurfi'uanruflryu{unru:tr fr'lfi

rr'r:ruavr6un*{'rlun,:xfi z ;iTraiuaruumrosfleuvrnr:fiqrrn:f,'ru a:il1fr0-wr:'Nfi I lnu
jqel

flegrarrirdryfir,ll t6'uri flr:auarurow'':ur r.lSrrruor-rurrirfrey ruavlirrru Related substances

nT :rld z alJruanr:m:roirn:rvfzu6srfiruci'uruzuufloqiunrtrln:rnr:airu,td'n!:vrTunrunrvl

nr:rqd g aqrJaruaqflruylqrunT fluruzuufloqiufin::orurruTn:rnT :airtv#nl:vfi'uq6un'rn

a v ^--^1120Lravxlrn:Elu!3nr:piruur :vuix fl.A.2548 2549 2551 *av 2552' '"

urunufloliu
o0l

$1U?Un?0U1.:

1.fr.2548 1.11.2549 i.a.2557 \.?1.2552 :?lJil{au

Q'.lu?uFr?0urn
qr

fl5?S?tFr:ruy

1,691 1,478 1 ??O 1,i51 5,654

lrrfrorrm:oru (6'rodr) 122 1,33 135 i48 538

FIOLUU:OUAU t.lt 9 10 1.3 9.52

4 v ,--11-24
!Lau!1m:6'ruu5nr:nruur :vu'irr fl.A.2548 254.9 2551 *av 2552'' '"

4

T{.fi. ar ruqdr fiegr or nr : fi rru r n :gr u -san?0u'r{HanRfu?l

2s48 fl ryur nr:avarttor fr't ur Norfloxacin tablets,

Propyl thiouraciI tablets

fl rpvrr u r a va', ori', u', n

uaudtI

fl rp r,r r u r o,r rir ufl u rio u 1:"i n : v q r u fl-r rfi o rt a i
Domperidone

r3 rpvr rJBr r rurTr er r fr o r r rl :o ru Ch[oramphenicoI tfiovuoafl lLtasuuoov

r3 ryur n r :aar u rT':ror ur

u', zu a tt fi fi 13 1., r run-r u ^ r.1o u 1 vw r! rp r,r r u a r u do

2549 fl ryr,lr:r..J urru urlil ruilr s au B i sa co dyt ta b I e t s ( rir r,ru etl#u{l u u I rfi o tn 6 o I
- d dq oyv

vtrnil enteric Lfl aaaflflvrsLual La Ltau{a{nL
-,

:tJ urr r rn 6 or rir sr r nluT: r vr u r u I n ttn uv!r.] n'l :

runn6":finrro:oru)

rl ryvtr nr :a var un:uor ar rfi n un6oufrleirdryir

avaralurirt# (enteric)

fl eyr,nlilrru Rel.ated su bstances rfr urnrud

riryuq

Clorazepate dipotassium capsules
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"luflluil:vr tu 254817 Tn:rnr:air.ru6'nrJ:vriunrunlvluavilrn:qluu3nr:6'ruur td
t4

v 4 A q . q - g,N ^ o u t q S-&-4-
n'prudonzudnn'cuvturuzuuflonriu :?ilfi{Au 36 :runr: o"rurudrodl{a:?01tn:''lu14vl{Au 1,856

d,u
er-?od1{ utJuurulzuufloQr-Tu 34 :lun'r: siru:u 1,,691 iltaurt nl'jrfiflryurfiolrm:o1ud1\1u 122

ad,Y'
fi:adrr fiqrfjuSoua a t.z lauilcurarfirryutd'uri nr:avaruflodfr?u1 ttiu Norftoxacin tabtets

rata Propyl thiouraciI tablets tar(r.rfrnrar1u:ru fleyrarurava'.trr^1',0',n urflud'rutiuriouunvh^j

n:vqrun'rrfiarrdt rrlu Domperidone flryr,ttJilrrun'rarfiprlrn:gru ttiu Chloramphenicol

l:ymyuuonflluavTuonr4 drfinnutrrioqcur,r4fiq{ fl!fl6Ur1n1:ffalueTxtoturdcfr'ol:vfin:vi'l

"LunT :rftuYnu'rLLasnl:turirnrut6'n1:n?unrJQtuuafi :rufr'sulaet:riailfifirJBlrcu6":urrioul
llgg

nu'jrfiflruraruarudofirirrauqlrrufizu6nux:ra eitaYuardnfirudfi,.iru:rrm:Erunrtrfiriruuqfro-94

qiruru 14 :runr: rtiu lbuprofen fllm coated tablets, Diazepam tablets, Dexamethazone

tablets, Co-trimoxazole oral suspension, Propranolol HCI tabtets, ttav Terbuta[ine

ta blets/injecti'on t{iufru

flruil:vrrru 254918 lrr:rnr:r ldn'ru6onzufimficuqfiuruzuuflon:iu t'rutfro#u 50 :runr:

qiruru 1,478 iltau1{ }J1m:?aerfl:rv?i$acvlun1:fr0il1n:-qru riruru 133 6':odrt fiprrfluiouav

l louflryrariiuu t6'uri u'xr.r6mfiruqifi;rJuuuerr'[rituurval uju Bisacodyl tabl.ets fitsir:rur
o q v d, d 4 a,6 J o o v y tu o a 6) r I

riruupLLyrtluarur0rnaouflal Enteric 114000nqilo'LueilLa tuau{a{fl1n1:zuanLu;lJLLUUtnao!

drnra f,lffioyreraounl:1rflflfr?flvlurrlnr:fiorurn:grurtlueiru'Lrar! :?illi'{n''l:atrr:rvdl3lT eufi'r

urfiasalurr"rrlJ'rn:glullo{urrfiarndoufilei:r Enteric flhjnitururm:qruttiuriu eiru Ctorazepate

Tr.fi. a r n,r 4dr drgt o r nr : fi nu u:gr u
ol-gJ
n?og"t{ilanRil?l

fl rpurnr:avarart-? torur ufi o tn6aldrsrra Amitriptyl.ine HCI tablets

2551 fl rpur nr:a var erto.: 6'r u'r Thioridazine HCI tabl.ets (10-100 fiadnYl)

flryrar Rel.ated substance

:J rgurilSrr run': ur a'r nt ry ua v Co n te n t

uniformity
_'._- - ' ,''.'.-_
r.lirrrudr rfr u!1n:o'ru

Amlkacln sulfate sterlte solution

L or.rr"pun.. tauteis io.s fr aFnYl-urn?r1.ltL:i

a1)

Stavudlne capsuLes

2552 rl eyur n r : ava r utor 6": ur Ferrous fumarate tab[ets, Doxazosin

mesllate tablets (uravaru#ratn), Pimozide

ta b lets (! r r gir :-Lrtri ti ru tn ruvi U S P rrri r.i I u
6 

-.rntufl l-lP)

fl ryr,rtJBr r ru6'r a r dr drp tua v

nirnrrr i{Jun:o-rix

Ascorbic acld sterlte soIutlon

dipotassium capsules riu nufrqlTn:gru!3trcu Retated substances fi4lrfiurnruqirirraurrTnu



\-

1.2

alnil'ruxu 7o 6'rotiTr uunr:frnrrn:orualfir ss fi'rodrr fiprrtjuiouav zz lutruvfi4{

Amitriptyl.ine HCI tabtets rt:?ov{ufl1:finrT rt:qruluurdonr:avarurolfr'rumrnurffinrndal

#.r.u louqiruru gt firodrcrfu rufinrrm:orurrnfir za 6'rodrr finrtjuiouay 74 usiarffin

rrr 6 o u frl eilki vr u fl rg ra r n 1 : a v a 1 u r o { o'r u r rfl u 6'u

fltuil:vurcu 25sle lrr:rnr:r t6'n'ou6onnrf;qrT6ue{urLLarufloqriumudoar:Icyluriqfiur

radn uvirt r fi \.A.25 47 Iq u fi n r : d il 6'r o d 
T 

r a r nT: r n u r l r a Yrvrsrlu *a s uo n#s rior n : cy :r r9&

aror:ruqtfr':rJ:srun siru:u esq uvir :rilsiruru 1,334 iltaurr 6'srtJ:vmvr'1fr aso yvrfiausirYl

nr:m:roi rrr:rvlinunr:fi rrrrm:rru 1 35 n-rodT rorn 63 vrv ufi uugirY! 6n r{luio uau 1 0 al n
o v ' !r {, o ^ a, u 6 ^ 

u u '
drurunrodrtfrdlri'trarpr raSo6orrijuioaas 18 torsiru:uucre auei'riuar ri'tfiflruurfinr:rrnI -- - ---O

A vv r s
fr aq lrr'uri fl 1:ava lurolm'r u rfr nurfl :fi 'tu:?r.t zz 6'rodrc Toruurfi ulfl ruu,t:J1nfi aq 6o3 d -----t' -q" "-

Thioridazine HCI tab[ets rule]Fl?'t]JrL:{ 10-100 fiafinYu ciruru 37 6":odrr olnrYorm Oa

vtAd,V.
6'rodrt 6prttiuSouav s9 ;irvfuflryrarnr:fiorrm:orufiyru:o{a.i}.r116uri #':do Retated

substance lqunrnr:fifl:i'rer:ilu:'ur 17 6'rod'x rfifir,rfinfiruq{fifluflruurlT n 16'rrri Amikacin

sutfate steril.e solution flufinilrfl:o1u:?].r t3 6':odrsornc;rurud{uua346'rot.ix fiprrfluiou

av 38 aitaYutn:grurJ3uT ruo'rur;{rfrryuav Content uniformity nujrarfifrrr:ril[:ssirocfiet
\v

1J'lFl:5'luxJln lpiuri Lorazepam tab[ets tu'tpr 0.5 fiafinYl uonrTnfir.JSilrcurjr"lufirerr

Stavudine capsules fi{rir:rurritauql#h^irfiu 3.50lo nd'uujtfi 1a 6':aejrt qirdr]Slrrurlrrfiu

il'19):0'1u

anfr'rutjruil:uulru 255220Ier:rnr:r kifio16onzuf;rrri'rus{ururJufloorjusnldoarrjrulu1 - -i--- '--'6---
udat
ricyfiurra#nurvittrfr \.fr.2551:rilsiru'ru 44 :runr: uav6'pr16onri'r1 trloatil:vqfirureirn'rydn

6 :1unr: :u 50 trunr: drtriYunrrlirlfiaq-n;ir6':adrroTnT:ryrurrraio#rtuuavuon#rn'pr&
j

n:uvr:?{filfiT :ruqrri':rJ: vL1lfr 352 [r,il :,:lrsi.tu::u l,!5! 6'rodrt (o-ern{lt6'1fl u 447 uvrfiau
o - , & & u6%d^
siriu) ti'tf,nr:n:roaou16'[d?Birn:rvriuuavrnruqirrn:orumlildr:rurfiYruuqrBrJ:vnro tpiriri4d

usP 27 (a.a.zooq/vt.fr.2547) uav BP2004 v6oauillrailn'ir uaydx6rvryriuusiriuar n:nifitil

:vuJuoiT:rurdrnciTr a'tnn1:Fr:'10?rn:rsrinrlarfinlrn:qrusiruru t48 st-rodrl (r,rn 69
dourad'l

vlutlJUuet't:u) nntuuiou av 1,3$orsr'ruruqlroeixvre.lraln (riay6nr{lufouau 15 rolqiru:u
-- .-d-- 9-q 4 | q r \6t 3q j j \vvluLlJUual:UU1ilAiln'l0U'l.l) Lunl:u!6uu'ryrTrUl.Jlntiqq Loun nr:ayatatolnratilnlrFl:o'tu
q;luru 59 fr'roeirt Tprunuornzufinnlard (1) Ferrous fumarate tabl.ets riruru t9 firodrr q1n 27

d'rodrt 6nr{Jufouav 70 ufiarqrn6'rodr'reirulraair{Juurrn6ourirrrra drorofiflcuyrtlprrfunr:

asarulocar-tur (2) Doxazosin mesilate tablets riruru tZ #rodrt orn 58 qiroejrt fiorfluiau

aa 29 aruaqarotflutn:rv6'rureirn'rufinrua:ruGasaruri1errn (3) Pimozide tabl.ets {idri':{anr:lul

unaouriruuot{#ltuoir:raT USP3 1 utas BP2008 usifi'rdonr:upraaufi n:ur{umnsirrfiu uav
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zuanr:etn:lvr,inu'ir luri'r{onr:vodotr Dissolution furrsirirtriniTurnrud usp usiairurncuei

BP uas (4) Ascorbic acid steri[e sotution uuirtriairurrn:oru#rdorjilrcurr-rur;t'rn-ru :ufir
t d, r 6 ,1 ^ d, u ZZ

n.rn?1:lruun:q-n.r.1 siruru a fi":odrr o.rnforr, 1t sr'rodrl fiprr{luioua v n fr#tatofiatrurr

qrnnrrxrtilnsanrurar6'rur Ascorbic acid filaarufirtd'iru uavffioaarafrru#rovli{ftJ3lreu

n-r a r rir 6eya q a r ua v ri r nr rrr u{i u n : pr - ri x uJ f; u utrJ 6'r u

; ai ua v a n r vr fl ey r,r r fi m u dx 6'u a v fr'o ul#uf u'j r sir r{l u plo r fi r r sr : n r :lu n r :
jj

Fr'rlJFrrFr?rtrrfiurfirvrrvar firirurrl6'rirr,rupnrrn:nr:rix1 rfioq'qnr:rirfifirrrurfiu{a{rlav
Yt

n u r u r:t rir vuer rJ'r n : f, 'r u n cun rfl u {uvr s tfl u uol'r Yr u r u o n o r n fi f,ifi r r n : n r :y r r n n ur r a fi r41 d

rirrflunr:Tpruor6'un:v:rrriftruGur u.n.2510 uavauiuuffhrfitrfil" leufiriro'ru6o ilrfl:r 76

(1) (7) uav (a) ,,rio*rrrrt,jry6fir'.r *...r510 firuffhrfilr6ilouvl:v:rtriry{fiar tarhfi 3) r.n.

zszz frfl#druroYoilusri'irnr:n:vyt:?{a1D'r:rufin"Lunr:il:ynrflsir:rur arfiplol116'rrirvuodu4t

arutuaarn uavorunr:"1{torururr"ufrq ilrn:1 ao d.:irfrtiru'roYglumir lpruriruuvrjrror

Frilvn:::.rrr'r:ar lunr:fr'rtfrnoouuvufiuusirYuurtei rarnurlofilfrduyryufluurirYuarl{u6r rarn

nluu#til:'rnn'jrurriukifia::nnruntrfiduvrvrfiuul{ ytoorotrirJaoqn-uirri{"t,fi raiorfluurilaoil

elll.rlrler:'r 72(1) trrv lJ'teli1 86 vri fft#druroYorunir lourirrtuvdlflo{Ft6uufl::rnr:errrduflu
6l q1 14 d o u *qy4 4 \y y A d 1 o d, J
Lunl:d{tLnLtvtuLUUuen:uu'rvlLo{uilsmr.luLiurarnuytrrlualnr: y5oqlunrrilqlrrilu rflo

fri n : o r n'r'url a a o n-ut o r fr"l{u rig

o a j t qyy u t ./lyd o a vl ty
41fi:!nl:Fl'ttuunl:Ft?lJnxiFl?'tilLau.i Lflu Ltt0nflfilruoqnar: Lotnr:ortuunr: Llurt

Yat

ua? olvlttu nr:oonl:vn1FIfl:uvr:?{aror:ruatdryuol#uruzuufloor-TuyntfiorfluEJrfirlatrr,6"ltttYl

ritauniuf;uoru'lfluaarnrfio vr.o.25+a rirzualrierrrzuuf,qofiu;it,rYuluudyrnrf,prrlowirnr:I -i- -- a I

frnurnrriln{ffn'r1\ttasuaotiuf;uorutfluaarnodr$i'rfic fiurn:nr:firflurirrrirfirulunr:fi'srur9U

nrunlvIlJ'1fl:oruuraurt0r Tquritr.ralrifr'2figtfiufi:uavlirnr:finulo?1iln{anrrouxn{rrru:rlq4d-
raioJ.i^eirulrm:nt:ou1 orfiutiu rir#rn:svr:?'i41fi'1:6uaciarrfrnnouvrsur-r'uusirYuurfififlruur6'rutu

Fr6utt'r11 orfrrtiu tlr Chlorinated soda solution surgicaI urrfiotol1t,l:lylutfrorn6rurj.rlu o',

afl:riail Bisacodyl Ltau Phenol'phthalein tfrniul:cyrluLrlJUoonqvrBfr'ufi nr:aonrird't
fl:uvt:?{a1Er:ruatttottuTttuvlfiuusirYuur "[rif iuoumsrrfi:rdoritnuflxJlarf,lu*aviBnr:, I g ao dd

flqaounl:avaruluvste uusitirurfioulus{r:rurfiiolumErj:enrfl Lravnr:urittyrvrfiuugiliuerrUd

fifirroatlr?ut{Juairur.J:vnou rflufru sirrfiei:uorirrdr6'ry1unr:nxuqiln?urf,aryaruil:vnr:
u4vudt,tr
0uilzuaa{ ta::J n1:FtxJFt50.i9,ru: Lfl Ftou't.i u{IU

flryrarqrunrvruldtzuarionrrruilaoprn-uror{r-hu oiorn:r*gfio uavEio#rnuodrrqr

uTarrauvi'rtT 66'ruaT fl.6.2554 6rri'ruunayronranfl#finr:dqairnr:zu6nuavl:v#uncunruarit
A - q u qyd t s rro @ a
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v4
109rna{0'rL{uu

do ritluprfiruurn:f ruqg to na 1:n''t:duvrv ru'uuct'riuurnru{on nalor tii uu21

.jovA " & d o u
Loflar:?r LtuupntofluvtvLUUurl't:uu1rt1ilu''lFl:q1u "toLona'',rn'',rdrvrvrfiuugiriuur&i
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2526 - 2532

2533 - 2543

2544 - 2552

2526 - 2532
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euaLity tfr{'onr::vr.ldoriryusrr{Jua-q?irut'qr0uuunnriltflprtolzufrnfiru"fi fitrirvuorflu s n{r

t6'uri tr) urlyil (New Chemical Entity: NCE) (2) urfirinq (Biotechnological products) (3) at

fifinr:ur.JdauurJataeirlfiriadrfi'rU (Major variations: MaV) (a) arfifinT:lrJduurilalvl?lil (Minor
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\- vrlJvr?uilutfluuoiriuurarficuriouo, r6uufi'{firl0 enr.rrLu?yn{firauotusrr:r$ Z Toan.r:auvru'r
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n1?vqnfllilriofrin r{lufru)viorfluurfifinmlrdE., (rtiu n{uurdfid'tfinr:inulunu urrJfrfiruv

urfififlryrarr,?'u.rn{4fl1v!) vtourdfiflrpr,rT frT uqrumr\01n:uuun1:rflr:ciratn6'roon{rraro u6a
d,sja,*-i4r,4,roov

rtiuurqrnl:.:rrufifil:c'rnn1:riaflurilmnil1n:fi'rurntarJrf,ludoriruuqroreirrinrrun6uufl:::Jn1:
| \ d d _--_ I ddl

o'r14't:uavu't ou't{ L:flsnrll4rnur.ran1:n:?o3J1Fl:tru GMP toluriruvrunrlnlurfitfluauttnd!

PICIS frt6':-lJnr:iu:orlqaort6au (Listed ASEAN lnspectorate Unit) raio firirunr:Yu:otloa
s6ll

orrrnr:ourilalan"Lulrr:rnt: Pre-qual.ification Programme (POP) fltildrt{Ju6'atn:re!raioru

GMP 6u anrufizufrnurdn

citair"Lueiruronar:firuam'ry'{lro.ryrvlfluuririuurriu u{ludocirfrcufifrorrauodolafi
1u!

lfiar{orodxn:rfiru rdo,rar*uurdufru'jrurfiqruarrnrfiriav"Lu:v6'ufiuorLYulei nr:fido4a

uraqrnrurvirrfiarriuarrlurruu uavrrr:plorfi{ola6ul rarurfinn6'orruavr{Juil:v1utri ndrr6otru

tonar:n'::drtauorioraa*n',*rior:rpri6r:rJuiru'u p,'rriurru'rynlr rr:yruyruyvrCuusirYrluri':uur!
v < o q Yu 9 o u 4 d, u v q 

'Loflar:qrunilfl'rv',r otnr:riryuolrio-nronar:{orar{rfrnrfirrfluy#nri:vriu6'rurrrunrnluaruquu3

innGrrirn'ruil1{u'r nr:riruuran:sirir fl:vu'luflr:zu6nur;irr5o:rJ rravnr:finurfiraua mrr
to!s!

i um A v
ttu'tvt't{vtLtdn{ L? Lunl:1.1y1 7 t1{au

tu,!ayioooa!-:' ndilnufiuru{'ruvr}J14u'rildufiprtoulun1:fra1:6u'rrandl:n1:6uyrvrfiuus.irYuard'rurrrunrn
t9

tyyAad6d,yAilln:6lu rltu taluulvttole{runuruavimntavlnq n:trmurnraminr:trnvru trJunu Luo vt.A.2552
d1

t6'{oaqrJ'jr1uvrrtilfrrifrnr:rjr{onnarorrfiuu6'ruqrunT mr"lfflufl'r:vruvr?uvvufiuusiriuur
Z a, u ,q, v v u, u
fr'rr,rrortlutlldarnpiru{odrflororfrrJ:vnornr:uavfr'il:vrfru drrauorrn:nr::vuv#ufitfi

!!

o u d Y o^t4Ya 4 OYd lrl Y o
Fr'rlxra1nryrLauilfr?'Dil\:oilfln1:uflua Lqa:{n0u na1?n0 Lfi}Jn1:tLf'llfl10n1uuqra?\1ulJ0.iu'r

od,ad
a1r:0:uttav?En1:?rn:1v:ilrir{tuttjn1:JrJlFr:f,'rurorsi'r:rurfiri'uafiel eirunr:mrvxuvvrfiuuU4

pir ir a r n r r rio qr n a r o r rfi u u n r : fr o r : rur u{J u rL r n : n r :1u : v rJ v r.J r r si ohj

3.1 lrn:nrrrrrr#,
3.1.1 nnzliutl7tiofinunrafllcta$uldltioTtuariintfinncnlrttflulilnlashtltn

lc -,nlgiluntulcnll
vdu \ Y o d O , d V

niluzu?0u L9lfl1n1:yruyr?uyruruuual:utJl LuU:ut9tutian:vvluti0{flon1fiuotail1vlJ0'iu1
U

\.
odtuvats<iduud

ar150:Url0F]?'uJ!aaonufla{riuSLnn LouLa0nul 3%u1l yEJ:'tu{lur.lan1:[rl15v']d14:0:1u{1unl:
${
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rduaaU,adafad'd{
i 0 urrnilruul,.loil1Ft:f, 'tu n0 u1 L: tLTltJvrfl u u1n0at1,u tLau u'rlafl 1 Lnfl a il1 LUun:6ufl nu1

\- anrvlflruyrtotysrflsur,irir:ur6'run1:a?unilnrunrnfiavfrouanruflruurTpru:ruruasn:ounail'--'i-- i- I

lr nfiu zua n1:fi nurvrrfl rgr,rrrir 6q6":fi

,Nn-autdtr1ry

urarrirydrulr,rqjfrfiuvrvrfluueirYuur trifinr:rirvuel!rfi:f,'run1:aualutol6'rurrirf,ql
uv J d, A3 d uv v I , a o | ' is1 M eo'Li lilolorni[Jusiriuflrylqruyrvrlrlu Liururrar unr:6tottrrfl:6'tuar:turtailtnlvtu{ L:.iLflnliluo

ilrn:6ruflr:avarut{ uaysirYrarur,reirrYuftfild'flnr:uffltrfirLrfirtnr:vqaaLn'r:avarul#l{lutrj
o - !a , q - Z 3 v o u 4 o u , ^Fnl.JFn:lurawurnr:liuri:':nrurlufllaua.i yriuflr:avaru?o{6'?u'}drf,rufrnyurilFrtuoEJt.iu.t

9d

rior-J:vBvrBzuanr:fnurruorur lpruurfifinr:avarutil6 qvl#rjilreuarfiovonqofiuudrr,in:vutalafisr
!$!

a u .i q, dc u \, .j
tnqoua:1u Luo{01nu1 1ilfiril'r: fi00 nqilD Lunl::nul Lqn1ilvll.r.:14?.1

oir:tirirrTnrtjarorominr (U.S. Pharmacopeia: USP) t6'rBrriruuonr:flFtaounl:

avalu (Dlsso[ution test)"tu Fr.fl.1970(fl.a.2513)dru?L 6 monograph riolr'Lu USP19 (n.4.

tgr5/n.fi.25t8) t6'finr:ri.rdu1dufrr6nfixlrr:ranr: fir"Lutixrru'.rrYu usp t6'virrvrn'rl.rv,ru'ru'lil

tdluni:fifiluruavl:vtr#lrfi'udrj:vlutritotnr:vrna0!n1:aua']u uavrfionirrJ:vaunr:ailu

#orve,aordrro.:LOntuLravYolra"[udxfiovoonrirvilra USP20 @.a.tg8o/vt.A.2523) fiuTuuru

tunr:ovtfi:rn1:flnaaunl:ava1u ldrh.Ilulnl monograph fir{JuurrfiqrLauLLnilga rfluarahifi

il:vurru 60 monograprr fifi6'u1#finr:yrpraa!flr:aua1u nr:frruursiorrtfiaerTurnialfiouav

nr:firinirrr:rvr,ififiri:vaunr:nili{# fll:ilqaoun1:ava1u finr:rfiuTrrvntuvrnTu1adlrndu 1r,a

lu U5P21(n .r,.1g85/'il.fr 2528) drfis;ruru monograph firiqfrul#finr:ilaaaufl't:avaruufial

400 :'rufl'r:

USP 22 (a.a. tggo /yt.fr .2532) fi m onogra ph fi fi 6u n 1 :fl qaoL n 1:a va r er tfi I u{Ju +a t

:'rufl1: utavfinr:ritrYuld orug-release test 23 :renr:

USP23 @.a.tggS/rt fr.2538) fi monograph fiui'lfiunriflflaounr:avalu u6o Drug

release :rrr{Ju 532 :ranr:

U SP 24 (n.a.ZOOO / u fr .25 43) fi m o n o g ra p tr fi li n'u r :il er fl o u n r : a u a 1 u Di s s o I uti o n

u:o Drug release ttJu 592:tufll:

ludrurir:ruBfrtyirirrlnrflu (British Pharmacopoeia: BP) finr:tfrrnr:ilofioun1:

il1"6'riou drzuasionr:inrgr 6'lriur,trnfirJruYur.l:vyrun6n:iruviarfifinr:avaruFrtrn'irxrln:mufiau
td

aealu (Dissolution test) luulffioutavunilgafrcusiafiu 8P1998

ririrJ:rnn'jrflstfiuu$,iriuinlJo{l:utvrntvrufi,trururrnfidurrr!'uuTprsdrt6l uspzgp
\_.

ar.r'u r ri r 6 r u-ttri fi n r : ri'ua u n tt o r n "r : fl q a o u n r : a u a r u
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lunr:i 6'a tfi ur riuyr v tfl uuoiril u r Rifam pici n ca psu[es fiu nruvffi {u16dr nr:{l

6'.:odrl siruru 2o siril zuarJ:rnqirfinr:6rr6rsir:rultrixlttnnsixriu odrlvarnualu e-{

:lEJav u6unttarxlumr:rsfi 8

L

U

\-

n5fid 8 {a4aoir:rurdrlfilroluyifiuuar Rifampicin capsutes

sir:rardrl6l riruruilstfiuu qll'uilfir6{ Gu'ruru)

rrir nirsr'r :r arfr itlunErJ : v nr rt" 11 USPig (2 vrsrflau)

USP21 (2 YvrflElu)

uSP22 (2 vvrflou)

BP1.g93 (1 Yvrfluu)

BPi99B (t vrvifluu)

USP21 ruav BP19B0 (2 vrYrflou)

uSP24 uav BP1998 (1 vrYufltru)

nusir:r arari::fi Yglunil: v nr rt

vrBoaril"[,,rrinir

3 UsP2g (1 Yvufluu)

USp3O (1 vrvrrjau)

USP30 uav BP2004 (t vrvriuu)

ln-house speciflcation 6

:?}.J 2A
1,,, ' vupit:t at vt.a.2549 atiufi t8 riuurau 'fi'a'2549 frq
vl.r'rutvq * il:sntflfl:vvl:'l{41fil:cuqt t:o'l::,

rurT1.ilufrilrfrlrIouil:ynror riol:vrlair:r U vt.A.2553 aliufi 5 Flarn! il'6'2553 rau

il:ynror Got:yr:sir:rur (aflifi 2) y!.ft.2554 aliufi 12 qalnlr \.A.2554

sir:rur USp uav gp riryuq"l# Rifampicin capsules 6'oclirnr:floaoun'1:auaru#uLtri

uspzzuav Bp1998 r{Juduur frirfuqrn{oq1alumr:xfi a uaoflrflniuadrtd'rrtou'jrfivrvriuuelr

Rifampicin capsules druruodrl#au 10 yvufluu (6err{Ju 530lo) fr1ilfrn1:?lnaounr:ava1u

otjrsl:fin1r flcyrarflriolrt6'6'onr:r,uitcfloun:vvt:'t{4101:cuqttfrfir{r#flri(iuaqrgT flurTll

d o u 4 cl
vryLlJUuel.r:uar tpru luriryunlJla:gT uuasi6nr:flfl40ufl1:asarau{JufiuEuuioutu6'r (fl'1#l

j
fl ;uvri'r{ator:cuarLfr 39a / 255 r)

A il ry m n n rt n y t n z oru p|t u A t ru' n' u e to,t (Re I ated s u bsta n ces)

ar:dufiurdot (Rel.ated substances) 6o ar:aarun'rvtaar: lntermediates *av by-

product dtfrornnr:d'lrrr:rvviar:6uvrtd :':rufild1l Co-extracted substances 01ndl:o::lJt1fi

aqutvl: :?ilfi{ Degradation products to{dl:il60fi?Ur (Residual organics 6'rl4ravaTu rlr



inorganic anions/cations Srrrndr{arnt{ad QfiuvrEtiruavarul:te'u{tfi'olunr:rafin tri6'rrrflu

Related substances)

fl1:Fr'ruFrlr Retated substances tur'l6mrirus4urfinrruirfiruodrwrn tvl:'luu6'nf,1un1:
lu4

i6'ur,raru:runr:16'rijqu.ranr:6uvrufi.:nmlr{Jufrr*ratoara{rrrdurfirfinfi'ufrr-trErfiYLil:suruurdu{
i 4 q a q < - A ,,, !- v d

tfloqornar:udorJu Related substances firJ:rnnluzu6nri'rue,iur fririuq'rJrufiilrJ:vvnurudrldruqn

u1dlilt6fin1:n?uqilliilrruaT :16orJu 6rororfronrrltrirJaoprd'u vtoufipro'un:rurir.r1 fiutd
I

lusir:rurarirrrirlfiu :jnqvriryunfi.:nr:nrrrrr Related substances t{rioudrtrjoa
ddad

v5ofrnr::vri6vpraorfrl"ririouranrvrrrvsrrravfrrnrrnnfrorrniudrrioa duarorrornarrverlr0{3!r
oi < o aia, .ja a vi

nrr"rJ'rflLrnaurn:olrtoirn:rvufifirl:vf;yBnrrtuavil[.J:rn]LyrJUail u:oll1autF]auzuLtu?tril"lunr:
!u

A d , J 4 u ada 6 q, -i a
lLFl:rv14 nolrrlornr:fle!uriDirn:rvuLqEJLtrn5our0 High-Performance Liquid

Chromatography (HPLC) fisfinrruarur:nuavil:vBuBnryrlunr:irn:rvdurodrr0r 6.wir1#

aur:ntd'prflilurnl:eta:rvvi Related substances d'rndmtfrloerrF]Bo.ifio HPL-c riufi

Fr?rrarilr:fllunr:irnr:rvtiot.ixralrrvLalva'ia.i rravaur:nirn:rvviodrruunrravl6'6 zua;irrEs

qrnnr:ld HPLC lunr:irn:rvr.{rtluzualriair:rErrrit,tuprl# Chromatographic test uau Assay

6'ra HpLc tflririoun'ir 2,ooo nr:yqaou

usp i6'ririd HPLC il1tfflun1:arn:lvriurvruiBuuu16ll flhiriourflv!lvraluorodrlrdu

i6 Titratlon, UV-Visible spectrophotometry y3o MicrobiologicaI assay lnatilrlunr:

lul fr u u urla t"L u l)S? 22 (a.a Ig ag / yt.fr .2532) n r sr-r o d xlun 1 r 1 {fi 9

nt1'!vlr 9 i6 nssaylu USPZT uJiauufialrYl USP22

Monograph i6 essaylu usP21 i6 Rssaylu USP22

Colchicrne (raw materia[) Titratlon HPLC

Colchicine TabLets UV Spectrophotometry HPLC

Rifampicin (raw materia[) Microbiol'ogicaI assay HPLC

Rifampicin CapsuLes MicrobiologicaI assay HPLC

,onr'',nd usP22 flfld'rit,rueriB Hplc lunr:ypraolu16r:L6oluuvruiEd'rrGl{ilrinl{

i6 TLc o'rovuiuteiornnr:xfi r0 firi6 HpLC finruarilr:erlunl:rLUfluuyfi.ln'ir uravaur:n
!

m:1 e aouv'rrJBl rcul6'a n fror ruriudr n'ir
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?n

n.n't{d 10 i6n:':oaor Related substances"Lu uSP21 u,JBuurfiuuYu USP22

Monograph idn:roaau Retated substances

lu usP21 1u USP22

Colchiclne (raw materia[) TLC HPLC

Rifampicin (raw materlal.) TLC HPLC

lursuvfisir: lrrrl usP22 @.n.tggo/vt.fr 2533)16'finr:dri6 HPlc 6lr{Jui6fiarrir:n
6 d \Y r d, a q u d' add I

?tfi:1u14tLUfltLUUd15r{ail Lq0U',r.iuU:u?{vI5fl1?\A{ Ltaua0tUu'10'vlu{!onn?1:.Jn{Anlvlta{u'l

(Stability-indicating method)Li'ri'ru udrllrld'lrndu sir:rBr ae firirdroqr"Lu:vuirrnr:rJiurJ:r!r
J - o v dv o q v o rqd

rvloeali'r BP1.gg3 urirvfi"iiouuvrir"L# BP l{e6 HPLC lunr:uqaarlona-nrgni nrr:rr:rilirrruror
-A-&aduc.lmpurities ttav Assay 1J0{n?ur nr0tlatJ:vuuflt1atttauafltunount:?LFt:']u14 Ltgt BP flautuu?l

ad rv a'ronr:pxnarrrvrrvurifrzu6mfiarrLr:nrr':unrriusrounr:2frn16'6'runutorfr'rralrrtvirfiu lpruorolil
- r& 4 ua .J c

tvrrvriur'ifrov5o{nTrn:rvrada:vdu1 nr:"lffiBfrulsrnrirtriulunr:a:laao!tond'nrgairuavnrufl'rv{u,t
u < ... .j o& ' 61v J .1 i , - H - ,L\,

1J0{er?u1 :?tJ0{n1:ai?aao! lmpurities 1101QltuurauLvn?liltljotJuila{n?r F}{uuvannl:vrxLU
; -- o qv u d, ad a - X
vr tsP urxrr Ltary:uxaCIou9r?u1 uiFt.:t1Ju?0roul Ft{u

r i6 Spectrophotometry ra6oi66u1unr:ilqaou ldentification

o i6 Chromatography "[unr:ur lmpurities
- qvo<J vt d v. Assay Lt',lDou ttil?lavlJFt?'tx.tLQl\'tuLQlva{u0un?'r

odrrt:frmr:r lurrardorr gp 16'uo!ilYurr1di6 HPLC lunr:ufla0!vra1:16orjuruvruiB
o -irryoa _. _ u v t o j

L9ruvl Lt?5 I LL 9r{Fl?OU1{ LUFIl:l.lvr 11

n1:1 .:vrj tt iEm:roaor Related substances'Luoir:rur gp

Monograph lna ttC method lntr nPtC method

Colchlcine (raw materia[) BP 2001 BP 2003

Rifampicin (raw materia[) BP T993 BP 1998

Hyoscine butyIbromide (raw mater]al.) BP 1993 BP 1,998

- Y d ^.. y 6t .i ^ d t d ^ d
9|'1ULA1U:U11Ut1JUUU1 Hitampicin Alfllol]aLUFr'r:l{Vt 8 AyLyUl',uJAUl{UOU I VtvLUUU

(6or{iu +oozo) fi6'rrdrs,ir:rur uSP ariufirrirn'ir usP22 uavdrr6lsr'r:1u1 BP ariufirrirn'ir BP

1998 dtfinr:ritauq?Eflhiriouranrvroluo{tun1:irn:rvviurr.iSrrru6'rurdrnr'ruuas Related
. u U ^ <&u oqyd, v t y as J

substances o'rrluzuailn:rvr,ifr16'arorfionnufionalqa{ dr lrirtjuo-un:rurioriuilnrrfitfi'iutg

\* .dd.a

il : vy ruutfi tfi r,liur ru Re lated s u bsta n ces ro'orjurdrhfl6'
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J]

v q A ov a r 6da <ohq
a1 n{olfllum'l:1{fr 1 1 Lrfi q{ lfi uiurrTEi rn:rvuflL{lunr:a:'] 0aou Related

substances"[u Col.chicine riuuillffiB HpLC lu BP20O3 ttava1nnlr?iilfi'rou'tcvlstfiuur.flriuur

Colchicine tabtets c;ruru 20 flsufiuu uu'jrfin,:drr6rsir:ruruirrittl6'rr.J:1nfllufll:rrfi tz

lpr u gir Ylu r 1 3 vr v ifi au(6pr r{Ju 650lo) fi drr6r sir:rer rarirfi rrir n'i r B? 2oo3

nr1{d 12 {olasir:rurdrrdrcio{flvtfluuu'r Colchicine tabtetst
cy-

,11:1U101{0{
oa

{lU?UflCtUUU
s )v - ,c

ouuylo1.to{ (01u?u)

; , " i- d
rir nrr sir:r ur7:trun5l :vnr o 13 USP19 (t vvur.r'au)

USP21 (4 vrvrriuu)

uSP22 (t uvrflau)
,d

usP25 (1 vtvruuu)

8P1980 (t vrvru'uu)

3P1993 (1 vrsrl'au)

8P1998 (t lisrflou)
uSP21"uev BP19BO (3 vrvrl'uu)

" -a-nrrFn:lureuuvr:orunil:vnrA
vEoal.rlvr:"inir

2 USP 30 (t vrvrl'uu)

USP 30 LLav BP 2OO4 (l vvuflau)

ln-house specification E
J

:?1.1 .A

? ilrymnttfiowtnntuandoilu (lmpurities)

ar:16orjufirJviluou'luzuf;srfiruqiur orQr{iuarrynfilirl#frr3lnnrfrndun:rut6'uiu
!1!

4 , i a, u o 6 d daio D Z, - d y \ M y u q y a d d
a1:tloljuvrtuua?illaua1uouyt:uvt[tLuflunaunl:ff'rLFl:'1u14 tLa?LilL0anfl00nLfiutio a1:ouvl:u

t Ct t ,a,'o ' t d < d s J 4 y
ruaeirfleirulr,t6tirijufiusioir{nru LLauolor{Jua1ryrrufidr0{n']:rnflI:nrvrErruasl:ndu"l dndruot

6l o d o A - 4 t tl vy d 
^<o 

d4j"[usir:rerralnrrirl frnr:riluuer]l1n:51uLfiu?rTua1:r6orJuliriou Lf,a{ornaETtn:rsrafr

fiodflikiriouLav!'rutelsa{ uto hifirJ:v8vrBn1flv!orfiu{fiovirn:rvr,irunruufidar:udorJunaa'rrfug

uv , J < < d il \ld rurirfiorvrnTula6nr:tLanffl: (Separation technology) rfi'flurfir'rilrirf,u orfiuriu i6 upLc fi

41il'r:0etn:rvviuunuuval:2ail (Mixture) t6'rnjudrdu dr"l#finr:rJYur.jqri6iunr:rsr,iuravrflurT"Ld

;irraiuuT Hyoscine butytbromide tabtets riu TEirn:rvr,ifftdlunr:n:?0e{CIu Retated

substances finr:G11ffi6 lplc lu 8P1998 (nr:rrfi 11) ruridoqayrvrluurirYrulffin Hyoscine,!

butylbromide tabtets ornnr:{rrr':od'r.: tz ilstfiuu ru'jr:vrliEitn:rvvirrusiT:rarariufirrir
il

n'ir 8P1998 r{Judluru 8 yrsrfiau (6ortju +zozo)

\-

\-
\- 

?6 Hpt-c irvui6nr:irn:rsviuuur6lfifirntrrflnlur0'rv0{riaundr rtiuiE TLc rflufru
&,

uonornfllusir:rur USP23 @.fr.t995/yt.fr.2538) 6dnr:rfi:r GeneraI chapter lr,tri6n

z ra'rdofirfiu':dorrirnr:sirn-qil3xrrilro{ al:rdoriu tri'uri <467> organlc volatile impurities fir



rfl unr:nrunuuas? tn:rvfratjBlrrurolar:aua ru nndrr (Resid ua l. sotvents) frr uiE cas

chromatography utav <1086> lmpurities in officral articles lpru USpZg rirvuqrJilrfuto{ari

nnfrx (Limit of residues) rorar:rJ:snorfiu:rujrr{Juarrvnto'rnr:narufi'uii (tvtutugenenesis)

uavnr:riolvtil (Carcinogenesis) ruav"Ld t-rmit flriu monograph lu uSp qiru'lu 392 znntz

rrau NF qiruru 96 :runr:

riorr USP2 4 (A.f,.2}Oo/25a3\dtfruri":rio Other impurities lilu General

requi rements tfi o ra3rLnr:voa0! (Tests) uau nr:e tn:rvdfflt'i6 H PLC firarr1:6]n:1av\L

a'r:16orlufilrqrni6d'rrn:rvr.ifirrnn'irrafiridl6'leruriryuo'ir rJirrrurorar:rdarJufrl:^i16':vu1u

monograph oloth^jrfiu 0.10lo uffutfio:rurirar:rfioriufifiriruuolu monograph udr rJEl'rru
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Reissue

USP34

USP monographs 5 3 2 4 4 2

GeneraI chapters 1 2

t jLrl u Lyq ri! sjrur u mo n o g ra p h uavr r varir u: n trhir :u ar-iu ruitt ui r 16r
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+. nr:njajuudo Titt"

USP28

o uila'uuornrfilfilon salt form rflutiluan salt from fi'roeirtrtiu

totnr lttoluil
Pentazocine Lactate Intectlon Pentazocine Injection

v

o rrlf; uu6o Ft'tl d osa ge form "triiar.^l I u LQ I u e {r.J't nfl u 6'r o dx rtju
J.totqr dolmi

Perflutren Protein-type A

Microspheres for lnjection

Pe rfl utre n Protei n-Type A Microsph eres lnjectabte

Suspension

o uJfiuuorfl syrup ufJu oral solution d'roeixldu
.t-tBrn! ,fr

to[14X

Betarnethasone Svruo Beta methasone OraI Sotution

^';d,O utJauuorn e|.ixir rtju oral solutron 6'roarlr"uu
.a-
iot9rll )c

io [141J

Brompheniramine Maleate Etixir Brompheniramine Mateate Ora[ Solution

O tla'uuo'tn vaginal tabl.ets u{.lu vaginal inserts O'rodr.:rriu
J.
tot9lr dolr,rri

Nystatin Vaginat Tabtets Nystatin Vaginat lnserts

USP 29

_ a .!rv- , d ,r!o urufiof,L{Yuil:vuruuBaol'Leifru r6riou'tu monograph r6ar rrunr{Ju 2 monographs

nllrnl:ld arrffofftdorlpidu ul6auarn Tablets r{lu SublinguaI tabtets 6':oeirrrtiu

USP 30

'; .4tO tUauuarn lotion t{Ju topicaI suspension st":ourlt"uu
.t
IOLNI

)t
to [141t

Selenium Sulfide Lotion Selenium Sul.fide Tooica[ Susoension

I.
iol,9ril .lr

to!14X

Ergo[oid Mesylates Tabtets

,{iurj : s r r uuto o uld'du

o Ergol.oid Mesylates Tabl,ets 0{iuil:sflru)

o E rgo [o id Mesytates Subtinguat labt ets 0{afld6u'
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USP 31

o rildetudo Genera[ chapters lduri
l-
iotfllJ dot,rri

<467> Organlc Volatl[e Impurrties <467 > ResiduaI Solvents

USP32

o rrJsuudo General chapters tduri

5. nr:ufitr GENERAL CHAPTERS u'firotir.:sftd

<61.1.> Alcohol determination ufiltlu USP28lu Method ll ruitt reference

standard, nr:tmiul test preparation, fl't:tniu:.t standard preparation tiav

nr:riru':ru

<905> uniformity of dosage units ufr'ttlu USP29 uJfiuul{ruulyrjffio April 1, 2006

<621> Chromatography uri'ttlu USP29 "Lu System suitabilitylorutfirLnr:n:?aaou

detection sensitivitv 6'ld

.lr
tot9rlr dolmi

<6i> MicroblaI Limlt Tests <61> Microbiotogical Examination of Non sterile

Products: MicroblaI Enumeration Tests

<62> MicroblologicaI Examlnation of Nonsteri[e

Products: Tests for Specified Microorganlsms

<1 1 11> Microbioloqica[ Attributes of

Nonsteri[e PharmaceutlcaI Products

<1111> MicroblologicaI Examinatlon of Nonsteri[e

Products: Acceptance Crlterla for Pharmaceutical

Preparations and Substances for Pharmaceutlcal Use

- dXo,.j.ia,O Ul[XJotFtU?flau tlaUu%Ott]u Chewab[e Tablets rru
l-totnr )otalilx

A[umina, Magnesia, and Simethicone

Tabtets

AI.umina, Maqnesia, and Simethicone Cheuabte Tabtets
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SY S TEi',Ii SU I TABILI TY

:--iis:enrsL|,ai li:i'ieSlSa'eaninleEi'al i::a:,:,:,l.lsan,-l lraluiil ch-:-rrll3I,-:rJ-3phlI Heihr],-1s Th*ia,'eu5'ial :,-

r.a-=,.:nJ:'.Y11L,-11'.ir-'.,.-,nSifiS lr'; it e_s.;; ,1"':i 3 -ll-tn,= 
- ::, :"j -nS:; r-l:r:-:n en'-l -i[ -:-.,-1r-1;r;'1':,..:=:htr

ifi ',ltlr'A.i;!l -a[,fili S,,S:-lllA'eaalaaiLls:t'r:] ':naafral,iSiS::i: ae,:ia,na ThEieSlSa,"if,aSer-i ,jfi :fitriarnia[,::h.1,

,i-,;;11U:ifien: eltst:-i.iniLS Stta:1':raai:t,it:i-iii,:l-ts arr,:i sa[]Fles:-,tt3n3{'ile':l l,:rrs:t:,-t:etrr lrr:a!l -a sis:ir"
:hJ: [ 3rr r:e tva,Lte:8,-i as 5r-ra n

^Thi,-,i'i,:-.r'l S,=;-r5ilr,,:, 5a:"a3s:-l ',:'-lSi,l::;:-tSr-i -;.1+S'-1.:A: i:.::'a!i ';iir ii-r ''-'-'a':l:il 'A[-.nrt-i:: -,:a,:,-lr-l 'E

rnjea:rnli J!i::rlLI.'r"4,-:i3,;11131-111;31rfnlitlli:5i:,iLl:i :ii-r,:,-iLl3 .- .l-r3 -'ll-ri IfSis'l -i;ii -in1tr5S -:iiri'.. StrS[tri'i':l
:n :fre 1n,:1r!rliiLtal t]l,::n:::,1 'ai:n :fre ,:il-lan:i:a:i -:;1 i1q1r'' 5 -:r-1' 

- fr i:-3 i lr i '=i- Z 
-t,-i [,', ,:!iSS,-'iuiilil :he r:i -l-l!l Sr-lf 5:eni tr

ie'e-errle.i::an,:ia-,-i inl[r€sar]"tisa:i'"'in:as:ha.r-lseai ',:; ':rre Ii-slsr:,,,:i'r a:3:-i:-li-,cnL,:,n):en:'a:i-,rr ,ii'':
-ila:j'ie:ir:hEat].lr-rlln:1-r'ii 'll!l sUts:anciirr :n* rt-c:sL: -jl ,,'i 'l -r:j -l-l:i s-l[rsirll-ries aftii al-' 10c]Ei€l'ela:i\,'e:j::

:heailal-ln::,r',,i 'r-1,-l 5t-tiS:a{aarn:[a ,TESi-c,:,-:7. 1:',':lt-,-1 -Ll!] l-i'f:r:i!,li:S Ti-reSrirtra -:-{r -lSE'i: -'-: -:frdil'U,.1

SLlL'5:aftIil,E3i:11;-;;311-,;ti :;lihiht,:il-1.:n:]:a:i1:rl-r itmr:s,:iLtiii,fr Shrlrl-llrJ'l'enr: tSslhdf-r -r 
^-:::; 

,l:"i:--tal -lttnt''

- urTttlu USP30lu packings

lSP29 | f tt Phenyl groups chemica[[y bonded to porous silica partictes,5to 1O pm in

diameter.
Ir.

USP30 | 111 Phenyl groups chemical[y bonded to porous silica partic[es, 7.7 
^uscsoto

10pm in dlameter.

<341.> Antimicrobial agent ufittlu USP2} - content tilfiuutn:nclo{ phenot ttas

thimerosat r*Lfrrttu internal standard r{Ju uSP reference standard

<231> Heavy Metals 1u USpgO urilt Method ll

<2040> Disintegration and Dissolution of Dietary Supplements 1u USpgl fiurilt
;-,-'ovtd,v

L?rrtmr t%u tlrx.r !ild] ttnvu?uQlfl cm tilu mm ttnrilaln "RUPTURE TESI

FOR SOFT GELATIN CAPSULES" LtJu "^RupruRE rESr FoR soFr sHELt cApsuLEs susc

31
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6. dro ejtnr:ufrtt monogra ph 16o n mono graph to.ru rvttu.ldur nlurJ:u wrrtlvru

. Acetaminophen Ora[ Suspension

USP 28 | ^Uniformity of dosage units <905> -

uirn,:irn:rcfi z I ron ont suspENsroN pACKAGED rN sTNGLE-uNrr CoNTATNERS:

14?1'O meets the requirements. 
^uscza- ^Dutiu"rubte votume <698> -

FOR ORAI SUSPENSION PACKAGED IN MULTIPLE_UNIT CONTAINERS:

meets the requirem enls. 
^tt>cza

USP 29 | USe neference standard s <71>-uSp Acetaminophen RS. ^ USp 4-
i - .. I

tTIInT?IR:1c1, 1 I Aminophenol RS. ,,,rrrn| - " -r"-'-- "-' 1t)
x?10 ^Lirit of rt-aminophenol ........^usp2e

USP 30-33 I hjflnr:ufftt

USP 34 I r'rilt formar

. AryctoMr

USP 28 | r;':do Assay and [tmit lor g-an 1e "u{ttiErr:d^ syste-n suitabitiry

USP 29 | r;'ldo Assay and l.imit for guanine - u#hturqtol HpLC column ffld

USP 30-33 | hifinr:rufflt

USP 34 I utito format

. Ranitidine Hydrochtoride

USP 28-30 | hjfinr:ruri'lr

USP 31 I fi":do Chromatographic purity - finr::ylfioyr.:rnfitol impurities unFt-? Ltav
4 6dd

trn L1?DFllu?ru

v 
' 

- q ado- Y?10 Assay utfl lt?0p't1t'ttu

USP 32-33 | l4jfinr:urilr

USP 34 I rurih format

o Diazepam

USP 28 ri"lrjo Rel.ated compound - finr:ufrlal:urFt:6rt.t impurity 6n t fr'r

usP 29-33
q rd

LLx.rnr:trn Lt

USP 34 ufilt format



. Simvastatin

usP 28-29 I kjfrnr:ruri'lt

USP 30 | ri'rrio tdentlficatlon - Test B rr.16Eruqrnld UV Absroption riJuld retentlon

time aln HPLC chromatogram Qtnnl: assay

u e q ada qw- 
^ d,- v':fl0 Chromatographic purity - ,rlLt?0?,Rr:^vyQ'flL01JLt TLC t!aUut!1-J

HPLC

- ri':do Llmlt of lovastatln - 6'ooon

w- ri':do Assay *ffttiEiun:rsli uiu r:.l6ur. nobi e pi-ase ff[d r{]u gradrent

system

USP 31-33 | tilfinr:uri'lt

USP 34 | urilcr format

{oafl
arndoilan1:rrJiuurfiuuF]?rilrmndrlro{ USP28 o'l USP34 cirl6'u a:rjt6"ir finrugi

, ;. - a o o , o6lv - & - Z, o
ttnnnr.ivl6i'tncy no nlTtfrl.r6iru'ru monograph :rir"Lun:olnailfl'?u1}.nnflu pr'liuilarLn::rj:vnrrt

U S P 3 4 Tpr u fi n r : rtl o :-l fl r nr r r l 6 q u#u o ^ n frfi a r uteid r u rfi a ri ou
!

5B

o Cimetidine Tablets

usP 28-29 trifinr:uff'[ci

USP 30 rXrda olssolution - ar.4ryrnlri'ld 20-mesh basket ;{ruY:Jrfiourturo 800 mg

us? 37-33 kifinr:uff1t

USP 34 ufi'lt format
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n'lnHu?nd 4

HAN'I:Antrl

nr:rilduuudaqro.:sir:1u'r Bp2005 6.: Bp201 1

r. {oXam'rhl

2. thu'ru monogra phs lr,tridriunr noriu riou

3. druru monogra phs dqnrr'noonornofu riou

8P2005 8P2007 8P2008 BP2009 8P2010 BP 2011

Effectlve date 1 0.Ft.

200s

1 3.r.n. i 1.r.Ft.

2008

1 1r.fr.

2009

1 1.1.o.

201.0

1 L.Fr.

2011
q:ruru monogra phs :?r.: >3000 - 3i00 >3 100 >3200 - JJUU - 3375

New monoqraphs 8P2005 8P2007 8P2008 8P2009 8P2010 BP 2011

MedicinaI and Pharmaceutical

Su bstances

40 55 53 40 ao
LO 18

Formu lated Preparations:

Genelat Monogiaphs

1 2

Form ulated Preparations:

Speciflc Monographs

11 26 41. 3L 31 44

Blood-related Prod ucts ) 1

lmmunological Products 1 3 3 2 2 2

Rad lopharmaceutica I

Preparations

1 2 Z 1 4

Homoeopath ic Preparations 5 2 6 4 L 2

HerbaI Drugs and Herbal Drug

Preparations

1B t1 9

xlJr u tuq ril dru: u m o n o g ra p h lavr r s alil u: n l:"ifi :r rL aril uurih rfi I ufi :r

Deleted monographs BP200s 8P2007 8P2008 BP2009 8P2010 8P2011

MedicinaI and PharmaceutlcaI

Su bstances

1 2 1 2 1 4

Formu lated Prepa rations:

Specific Monographs

2 6 5 1 1

Herba[ Drugs and Herba[ Drug

Preparations

1

l4lttUtuq rildru:u monograph uavrrvalirlru:n l:"jril:r:rar.t'luriLtrfrl16l
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4. Revisions

s. ft{odfinr:urTtn

o. nr:njduudo Title

{aafl
9tdd

o r n{oua n r: rili rru rfi u! rn u iun n si rrcl or BP200s fi.r gpzor t drtrlua:rfld"ir fi nmug1

, Jo - 4 I o , oqv - -
uqrnEirtfieiT 6'cy6a fl1:n\xrQ'ru'ru monograph liT't#rr:ounquffroulnfiu ttavnr:urTltrfirrfi:rlu

fi':do related substances drnr:rJ:vnm BP2ort lerufinr:lijprYlrXrnrrl6orlluornrifieiruld'!

rd
a?utaeinou

!au
Qru?u monoqraph vt}]ql:tLl [fl
At
( t}.l:?].J monograpn fl0 i

European Pharmacopoeia)

8P2005 8P2007 BP2008 BP2009 8P2010 8P2011

3B OZ 37 36 42 55

uv)ts
14210ilrn1:Unlt BP200s 8P2007 8P2008 8P2009 8P2010 BP2011

Opening statement, lntroductory

statement

3 1

Definition 3 1 3 3 8

ldentlflcatlon 1 10 2 I2 10 8

Related substances 23 33 14 13 20 19

Degradatlon products 1 4

lmpurities 1 I 3

Assay 10 i1 9 9 6 B

Uniformity of content 3 2 1

DlssoIution 1 2 2 1 6

LabeIting 3 1

Statement on non-

interchangeability

11 T

Others 10 13 5 9 16 atrL)

Monographs 8P2005 8P2007 8P2008 8P2009 BP2010 8P2011

Mediclnal and Pharmaceutical

Su bstances

3 2 9 1 1

FormuLated Preparations:

Specific Monographs

15 Z

1'l?a0 3 2
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.l_
R1nHu2flvt 5

ar a n 1 : fi n vt e'r'r :r Th iu rTn r,il ur o t:aun r n uT:d

(European Pharmacopoeia)

4.1 arutuurvaulunr:{:vnrfi1dcr'r:T ilriurlalilurlo{railR1lrql:rflurJ:vrvrrlnu

1.. oir:rarql:r.J (European Pharmacopoeia) toranral:rJ n:ounailillor:oruuaviEnruql

a6unrv!fl'11.1:.11F't:olullo{:tunt:ul (active substances) tuav ar:"tjra (exciprents) fftflurn#t
rr Yq

nilvt'u0{uL:tJ rt''rnn'lr 2000 monographs :rryrr tJ'rFr:6'tuttavronrlnlqrunrl,lLunrn:?!?o{

uriur:ri,,uuur urilrifirrer:oruu161"rrEq:lueiavrflq unriuzufrmriruviurfi'tr-mnrrav!d!--i

radiopharmaceuticaI product lrrtfrer t6'irri

. ar:rofirix1

. utJfrfiruv

. fi ':imqrirr 1 itiu {nfiuriryiuurgriuaya-n{ tm m unosera

. RadiopharmaceuticaI preparatrons

. ura4utvr:

. urTsfllourB (Homoeopathic preparatrons and homoeopathic stocks)

. :rJrullrn#rti'ruq{ (oosage forms)

. GeneraI monographs

o iapritavnrtuuu::Q (Materials and Containers, )

o Sutures

l:vnor6":a zz rl:vrvro d'1fi

6lt'"Lu 
monographs ov:vutnruq.irrn:oluntun'r?\ror6'rerryntfrofflffluul:il EJryrntfrnfirru

lurJ : v nr n a I r fr n 3 6 rJ : v ry n o1o r r.i r u rn rueiil r n : o rulucir : r u r d

2. aunrnal:r-J (European Union) fi6vrBuaq.:oionvr'1an rfiord'rErfiil:vrrn:n'jr 500 frrurru

ruavfizufrnfiruEil:a:rlnru'luil:srvn fipruflun'ir 300/o cro{an il:vrynatrfinaunrrul:il

Austria, Belgium, Bulgaria, Cyprus, Czech Repubtic, Denmark, Estonla, Finland,

France, Germany Greece, Hungary, lreland, lta[y, Latvia, Lithuania, Luxembourg,

Matta, Netherlands, Poland, Portuga[, Romania, Slovakia, S[ovenia, Spain, Sweden,

United Kingdom

e. oir:ruruJ:r.l (EP) fialr8nffLdt{Ju official pharmacopoeia 37 rj:yrvro lfruri
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Austria, Belgium, Bosnia and Herzegovina, Bulgaria, Croatia, Cyprus, Czech Republic,

Denmark, Estonia, Fin[and, France, Germany, Greece, Hungary, lceland, lreland, lta|.y,

Lafuia, Lithuania, Luxembourg, Ma[ta, Montenegro, Nether[ands, Norway, Poland,

Portuga[, Romania, Serbia, Slovak Republic, Slovenia, Spain, Sweden, Switzertand,

Republic of Macedonia, Turkey, United Kingdom, and the European Unron

4. aurfrnr:xil:etilfl uju 6'rnqr* rauruo:rTu ldsir:rerrrolri:vryn6'rroriril6':u rafir'tusil:r
-.iu d | 4 ^... , dt ourfrSorun5l:vnro 6o British Pharmacopoeia (BP) rtJusir:rarrorrJ:vryndrnqu (il:vryifl

a d, a q S ,,o{nquL!uaill"u n Luaunru a L:U)

o ,flrr.o.u an eirulraqiovuafioulu EP flr monograph"Lu BP qirurulrnrfiol 900/o

unl.narflrol EP (irJEulrfiuu:yu'j'x Bp 2OO7 riu f p 5.0) rrri f p rju ynl:yryrnlu

avnrflu1:| uavur.iil:uLvrrrfih^iou'Luaunry!uT:il uo:riuour.irtluyr.rnr:6'rfinrim
!!!

v
ilrtta?

-la u v5. uirivrurfrfi:ruloiqrao tz du6'ru:nro{Tan eln annual report fl zooq r{Juririyorn

nriilavnrnEil:rj o u3fivr leiuri

. Roach (Switzerland)

. GlaxoSmithKline (UK)

. Novartis(Switzerland)

. Sanofi-Aventis(France)

. AstraZeneca (UK)

o Bayer (Germany)

a v , Ja 
^ 

v 6 o !a o , o , y d o 'lStlvivarfrfrridmniru'/rErrliru?urrnfrildryilru"LurJ:vuuolyu uavfi monograph oq'Lu rR fi.:ov

ld'iBnnrqlnrun'rfl ar! E p

6. aunlfl tll:r.Jr{luvfilluarrlarrfr nro{ ICH (The International Conference on

Harmonization of TechnicaI Requirements for Registration of Pharmaceuticals for Human

Use) fiil:vnouei':a6n 2l:wstada USA uav ritiu tcH r{Juolrin:firiooT.:flurfio6'ndurn:oru1uui4

nr:duvrvtfiuuuttuil (pharmaceuticaI product registration) fileiYun1:uot]iurfiouyt-?Ian
v

T?rlfr{ ASEAN Harmonization fl16'rjr tCH guideline lrtdd':u
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7. Functions of the EP

o lr'r'Lri':rrn:gruro'iurrravzu6rrfinre,1urlul:uryrflailrfinr{Jurrn:oT urdarfiu(Unifying

the existing standards for medicinaI substances and medrcinal products in

member countries)

. lt'$rurilrer:orulvuTea r{JuFrx l}.rixilfi otorv n il:v uvr nal rfr nfi rfi urdo{(Devel.opi n g

new standards as a joint exercise invotving al't member countries)

. eisiaSilnr:frrrrerurfifiq6uflr11a{rruura3:vra'ir.lr.J:vuvnarrf n (Faci[itating the freet!

circulation of high-quality medicines in member countries)

o nr:F]'ruFlrl.rrn:orulunr:Yl:o.riunr:zufrn (batch-release) rorzufrmdruqriur"[u

aranrvlql:l (Quality standard for control. authority batch-release in the

European market)

e. nr:fifrl.1d (Editions) ,,u, ,drrl
st a- .. 1'' edition: firildtl A.f,. 1.967

. 2nd edition: fifi1dfl Pr.fl. 1980

o 3'd edition: fifi1fifl A.fr. 1,991

th. 4' edition: fitirdfl A.A.20A1., r3r1d6'lurri I January 2OO2

o 5th edition: fifrrdfl 15 June 2004, ri:^11d6'lurri i -January 2OO5

o 6th edition: Gfirdfl 16 Ju[y zooz, ril"ld6'lusi I January 2008

o 7th edition: fifrrLdtj Ju[y 2010, tilldff.:ud 1. )anuary 2o1t
do

tu014'lLu Ph. Eur.

o fi monographs r{rraYlimadl (pharmaceutical substances) fftflunlrrav/

uEod'n{ ui u r n rrl 6'r dnrc:

o fi general monographs r{rr,rYu formulated dosage forms rrntrifi

' monograph rirvYrurriri6ogr-Jrrrjavtfirr (indivldual dosage forms) (rusi gp

fi monograph r{rvriu individual. dosage forms)

O flindividuaI monographs to.l vaccines, immunosera LLau

radiopharmaceuticaI preparations

o udav monograph utav general chapters fi6'ruuutorfio titt.e ovfifi'rlat

rlon version date (01/2005 cirraiu volume 5.0 itav 01./2OOB ritaYl

volume 6.0) uavulrutatdrtO.: (reference number) (rat 4 rir rita:-u

monographs ttav tat 5 n''l rit,til generaI chapters)
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6'rotjrr monograph tod amoxicitl.in "[u EP 5.0

Altotuclltlr s*nlt'ilI
.1n: *xi ci I I i n un: rr;r Lrir-un'l

t''ll ?4105:{1577
c rirre c terl

ti')!{-

ii" i'lr.-j-.\,r
/i h - '.., 

_. [fi-,
j :,:..

f -I- *' 
'cH:'

Hfi

i, .l l, "\,\.1i.,',1

I rtll:tI l', tij\
.i:t:rrt:lii.,:l: Sr':rl:.,:l-. a':: .rrt. S t r",.rSS.'.i- 1!.r;1:;.1
iei ,l L: .ii ::r'r: :l',r.''J't :l'L' I c. i.il . -\'* r' '- r '' l r '!.t1 "rgr
iE . r, s,''j:-:ti r2.i.5.ii.r..IJlrl-l lr!,,-2-e:1.; ,-2-r --
.,1,'.i'.li.+l1,'l,i ,,t':'i'.t:.cr:i',la:ril:.i:l*"-aJ::r're;.,1,',-i-,:s, .=-:,::.-l-
,lzai-:ci',:,r1,1.?,lrl.:t:::1.:"a-j,iill'!'.i-:i'a:t, ll.,-:.:,r.:r..i ',,.'::.,
if:;'l'*:,lr .r: 1. ru a: , 1,'.ifrr..,S S:-.i-5;i,,;;..
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lil;t

H l^l-:, ,.11.1 - '.,, ...{.JH."
,t1f n, , , ^. 

-cH,
:r l lS

I il H '-l
I

''::::: 
l ('j

I tt)

Ll..H i.lJ ,ltJa{i,S
[34642-77-8]

frrodr.l monograph tot amoxiciU.in tu EP 6.0

8i,21]0S:8577
rorrectrd S.S

A}IOHCILLIN S$I}IIT}I

Amoxici ll i num natriur:rn

H 381.4

DIFtN tTtfir!
SrdlLtm {l 5 5tr,8 &-6-{[tZ,8l-Z-arni no-3-f 4-h-ydrrrxyphenyni-
ac et yl I anri mol- 3. 3-d i nre rhyl.7 -oxu 4-t h ia- 1 -a za bi cycl*-
[,1, l.ti] l:epta ri e.Z.ca rboxy iate,1,1,i.1*rlr trpriir tB.(.dit I IJUxy,ilLe,

Sentr-syrttlreiic prodr-rct drri,.,'er.i fram a ferrneniation pr"oiluci. (! )
{lonrenr: iit}.* per cE?';t ta 102,0 per celrt (anlr.,irirr:u: Y.,..bitnalcg), IMJ

tLvr.: 6 01 a1uI1.tx?fl :io n

't't]l ??11 aulJn'r 3 ttn 11

\ Y , . Y'; - d u o d,). n{ttnau!1'llvla5{il 5 unr:onvirL{Juto 2 volume

Votumg 1 rdorarl:vnoueilu 
!

o ;irurlu teiuri pnrrncE, TNTRoDUCTIoN, EURopEAN pHARMACopoEtA

COMMISION ttayCCNTENTS

o GeneraI Chapters oBlrurfi u':riuiBnr:irn:ryr,{

o Genera I Monographs n:ounqx] n{:nrotrufi rrri'ruqi t v:vr tnruqi'6{ruiu

u n zu 6 or firuq,ifi 6'o o u"Lu n 6i I urari r riu t6'uril!r

. Allergen products

. Extracts
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o HerbaI drugs for homoeopathic preparations

o Herbal drugs

. Herbal teas

a lmmunosera for human use, animal

o lmmunosera for veterinary use

. Products of fermentation

o Products with risk of transmitting agents of anrmaI spongiform

encephalopathies

. Radiopharmaceutical preparations

o Recombinant DNA technology, products of

o Substances for pharmaceutical use

o Vaccines for human use

a Vaccrnes for veterrnary use

o Vegetable fatty oils

o Monographs luri'ldorjotlfl

O MONOGRAPHS ON DOSAGE FCRMS

. MONOGRAPHS ON VACCINES FOR HUMAN USE

. MONOGRAPHS ON VACCINES FOR VETERINARY USE

. MONOGRAPHS ON IMMUNCSERA FOR HUMAN USE

O MONOGRAPHS ON IMMUNCSERA FOR VETERINARY USE

. MONOGRAPHS ON RADIOPHARMACEUTICAL PREPARAIIONS

. MONOGRAPHS ON SUTURES FCR HUMAN USE

' . MONOGRAPHS ON SUTURES FOR VETERINARY USE

. MONOGRAPHS ON HOMOECPATHIC PREPARATIONS

Votume 2 rflu monograph tarrvtio{irrndrarr{ry:-ulr4srirrav#n'i:ufi'u Gulmr:.1

9t?0fl195
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9. lunr:n:laaouarn Martindale-the complete drug reference 36th edition vll'jrfiar

Methyt nicotinate

NimesoIide

Niflumic acld

Proparacetamo[ HCI

SaIix

SufentaniI

Suxibuzone

Tenoxicam

Tiaprofenic acid

Til.idine

Tofenamic acid

Piperazine hydrate

Se[amectin

Oxotinic acid

Pivampici|.[in

Rifamycin sodium

Succi nylsu lfath iaxo le

SuLfisomidine

Sultamici[in

o jy o r 4 M rd -- v , u ,! - & o dr j
siruruilrnfrdrcdruavl'rv EP (usiorofrlu BP) umkifrlu usp 6'rsiohJfi ftriuitnr:ufluuaqararafi.t

lunr:il:vnro

) AnaLgesics Anti-inflammatory Drugs and Antipyretics

Aceclofenac

Acemetacin

Buprer-orphire

Carbasalate ca|.cium

Dextromoramide tartrate

Enoxo[one

Etofenamate

f ^lAi^--I CtUil tdL

Fentanyl

Glycol saIrcylate

Ketobemldone

Levomethadone

) Anthelmintics

FlubendazoIe

Moxldectin

Nic[osamide

monohydrate

) Antibacteria[s

F[ucloxaci[[in magnesium

F[ucloxaci[in sodrum

F[umequin

Framycetin sulfate

, Fusidic acid

LymecycIine

Ma'boftoxacin

Moxif|.oxacin

Nifuroxazide

F Antidementia Drugs

Dihydroergocristine

masilate

F Rntidepressants

DisuLepin HCI
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Mianserine HCI

SertraLine

) Rntiepileptics

C|'obazam

F Antifungal.s

FenticonazoIe

Ftutrimazol.e

ItraconazoIe

lsoconazole

F Rntihistamines

Aze[astine HCI

ChIorcyclizine

Deptropin citrate

F Antimalarials

Halofantrine HCI

F nntimigrarne Drugs

Dihydroergota rmi ne ta rtrate

) Antin"op[astics

NiIutamide

F Antipurkinsonian Drugs

Cabergoline

Metixene HCI

) Antiviral.s

lnterferon gamma

F Anxlolytic Sedatives Hypnotics and Antipsychotrcs

Acamprosate calcium

. Amisulpride

Benperidol

BromperidoI

BromperidoI decanoate

Brotizotam

Chlorprothixene

F[upentixol HCI

FIuspiril.ene

Tianeptine

Ventafaxine HCI

lsoconazote nitrate

SertaconazoIe

TerconazoIe

Dimetindine maieate

Eb,astine

Terfenadine

Oxatipl.atin

Orphenadrine HCI

Haloperidol decanoate

Hexbarbital

Levomepromazine HCI

Midazotam

MethaquoLone

Tetrazepam

Tiapride

Zotpidem tartrate

Zopiclone

) gtood Products Plasma Expanders and Haemostatics



!-

\_

Dextran 60

Epoetins

EtamsyIate

F Bone Modulating Drugs

C[odronate sodium

F Bronchodilators and Anti-asthma Drugs

Bambuterol HCI

Etofizttine

FenoteroI HBr

Oxltropium Br

) Cardiovascular Drugs

AcetyIdigoxin

Atropine methonitrate

Atropine methobromide

Benfluorex HCI

Buftomedit HCI

CarvedioI

Ce[iprolol HCt

CitazapriI

Ciprofibrate

C|.opamide

Daltepa,in Sodilm

Danaparoid sodium

Dopexamine HCI

L ow MW heparin

Molsidomlne

Moxonidine

) Chelutors Antidotes and Antagonists

Mesna

F Colouring Agents

Red-Poppy petaI

) Contrast Media

lotroIan

D Corti.osteroids

C|.obetasone butyrate

69

Factor Xl (Plasma thromboptastin)

MoIgramostim

Von Wil|.ebrand Factor

Proxyphy[l.ine

SalmeteroI xinafoate

Theobromine

Nadroparin Ca|.cium

Naftidrofuryl' oxalate

Nitric oxide

Omega-3-acid ethyl ester

Pimobendan

Picotamide

Piretanide

Plant stanots and sterots

Ritmenldine phosphate

SpirapriL HCt

Streptokinase

Te|.misartan

Tinzaparin sodium

Trando[april

Trlflusal

Protamine

Dexamethasone

isonicotinate
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FIucorto[one pivalate

Prednisotone pivalate

) Cough Suppressants Expectorants Mucotytics and Nasal Decongestants

Cal.cium iodlde

Levodropropizine

GuaiacoI

Marrubium

Dermatological Drugs and Sunscreens

CaIcipotrioI

Dextranomer

Disinfectants and Preservatives

Dodecyl gat[ate

OctiI ga[[ate

Dequalinium Chloride

Dibromopropamidine

isetionate

Hexetidine

Electrolytes

Magnesium acetate

Magnesium pidolate

Magnesium gLycerophosphate

GastrointestinaI Drugs

Almagate

Alverine citrate

Cisapride tartrate

, C|.ebopride tartrate

Domper-idone

Domperidone maleate

Frangu[a bark

GeneraI Anaesthetics

Esketamine HCI

Growth Hormone and its Modulators

Somatostatin

lmmunosuppressants

Antilymphocyte immunoglobuLins

Tetracosactide

Oxeladin cltrate

PhenyIephrine

Tramoline HCI

Trich[oroacetic acid

Sodium ethyl

hydroxybenzoate

Magnesium peroxide

Phenyt mercuric borate

Propyt alcohoI

r

Maqnesium lactate

Potassium aspartate

Hyoscine

Loperamide oxide

Olsatazine sodium

Omeprazo|'e sodium

Racecadotrit

Tropisetron HCI
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) Local Anaesthetics

Articaine

Botulinum toxins Rocuromiun Br

A|.curonium CI

Macrogol cetostearyl ethers Cctox]nol 10

Macroqol 15-hydroxystearate polyoxyl hydrogenated castor oll

Macrogol oleyl ethers 
Polyoxyl castor oil

MacrogoI stearates

Sucrose esters Arginine aspartate

Copper Neohesperidine

Calcrum [evofolinate dihydrochalcone

lron Sodium molybdate

MisoprostoI

D Organic So[vents

Dimethy[acetamide

) Se* Hormones and their Modulators

Buserelin Mesterotone

Cyproterone acetate Nomegestret acetate

Desogestrel Testosterone decanoate

Goserelin Testosterone isocaproate

Leuprorelin Tibolone

lynestrenol Urofo[litroPin

D Urologica[ Drugs

Alfuzosin Trospium

Desmopressin

) Suppl.ementary Drugs and Other Substances

Absinthium Aniseed

Agrimony APis metlifera

Alpha,-proteinase lnhibitor Arnica

Atthea Barium Choride

Ammonjum bromide Birch leaf
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BoIdo

Borage oiI

Buckwheat

Butcher's broom

Cadmium sulfate

Calcium dobesiLate

Ca[endu[a

OrientaI cashew

Cel[aburate

Centaury

Cinchona bark

Clnnamom

Citrone[a oiI

CocoyI capryIocaprate

Copper acetate

Coriander

Cough-grass

Cynara

Eucalyptus leaf

Fe[ypressin

Evening primrose oiI

Ferric chloride

Diosmin

Troxerutin

Fumitory

lndian frankincense

Ammonium glycerrhyzate

Greater ce[andine

Hibiscus

Heptaminol HCI

Histamine HCt

Sodium hya|.uronate

lce|.and moss

Juniper oiI

]ava tea

72

lvy

Juniper

Lactobionlc acid

Lavender oiI

Lavender

Lemon verbena

Linseed oiI

Loosestrife

Luputus

Lovage root

Mallow

Meadowsweet

Me[a|.euca oiI

Melissa

MeIilot

Menyanthes

Mercuric chLoride

Dementho[ised mint oiI

Neroli oi[

Nicotine resinate

Nutmeg oiI

Oak bark

Octanoic acid

OIive

Ononis

Oregano

Passion flower

Peru balsam

Ph[orogIucinot

Pine si[vestris oil

Polig|.usam HCI

Primula pine oil

Rhatany root

Ribwort ptantain

Rosemary oiI
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n6ufl'11\ro.tu'tytzuamrLauliTarirutuaynrilul:l f,rfl:Z r.l:vrvrofrl{sr'r:rfldrrdrourlttJuvrlnr:
t9

Pharmacopoeia fifisiT:rur?ro{auYgotxr5n'r (USP) av:rta'r6ula-fl: (BP) rrav lnternationaI
_s!

Pharmacopoeia tnui:.ifi EP :rrLodriru c,ir:rar rp rtlusir:rr{rffiunr:drs6ltotarfirirrq fiur
Av r d . M rs , q d o Y

ualu:1ufl'r:yro1.lo{rav!1v fP (urrio'rofilu BP) urikifftu USp uavrJ:vlvolviufinr:drtdruruav
v 60 , o s '

rlrflruc4aru'ru:Jrn0rnil:uryfl"tuauflrnul:rj rtiu ilirrna aimutoituauri ruo:ufl au:lt
I

o1ru1a-n: r{Ju6'u
9t

fr.:riudrar nr:fi o v rfi r r p rdrtrj :urou"Lu:r u n r:qi'r:r u rfi ioilufir;il:u fl lfi r 6'r a rfi otri
ad

Vt

nr:fiuvvuflausirYLUrfidxdwLrn:oru?o.i EP 16'Yunr:uorirodxr{luvr{n1: u:i'irsirYuururt

:runr:ovfi monograph ,ql, urJuav Bp ftsru nr:l# rp r{Jurir:rurfiYgrLuoril:vnror qv?ir

qvd 3 v 4 .j v q r lvd o ^ * 9
L14l.tXrrn:0'rue:ounal.l:'rufll:ultJ1flflu zuzuanu110ar}.lilLuLvtuLp]1.rvn.ita0nL1\1.r?uLun1:F]?uFll.l49!qt

n6un1ilro.iu1 uoflalndu-{rflunr:turuTonlac{lu;ufiil:vnounr:ciartrufi6'o{n1:?i{oonuthjrita,

or rfi uuLra vavfl rfl uT:dluour nn 6'? u
1

4.2 tnnndntnnr:rdduuutja.rlu EP 5.0 fi.: Ep z.o

t. nr:njduuurla{u EP 5.0 rfiuufru EP 4.0

rirrairrj: v rvr otvr a sir: r u rfi iorunErl : u r-r r Fj "1 lufl q o rluuo n tufi o o r n Th a i

f .f ldrir "specified impurities" trvrun'r'jr "qualified impurtties" "Luri'rdo lmpurities

"ttol monographs

Rosemary

Sage

Sambucus

Seaweeds, Ketps and

wracks

Sodium pheny[butyrate

SoIidago

Stramonium

Thyme oil

Thyme

Titia

Tormentlt

Tribenoside

Javanese turmeric

Verbascum

Vegetable fatt'y oi[s

Vlnpocetine

Wltd thyme

Wheat-germ oiI

Wltd pansy

rioafl

European Pharmacopoeta (EP) r{lusir:rarairdrpfrl{rflurnruei'ilrn:orulunr:n':unl
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o lu monograph on antibiotics, frurtuon'jrar:r1ul{lu 'semi-synthetrc product

derived from a fermentation product' yio 'fermentation product' udrrrsirrru

t1,{xiauail

O "[u monograph on herbaI drugs, eir usual limit of 2o/o m/m for foreign matter

lpinn#ruorn' general method 2.B.2 F oreign matter' lr-Jfi general monograph

'Herbal drugs (1433)' 6'lrjudonr'.tudldonuuorn specific monograph for drugs

fi generaI monograph fin:ounnl

o lu monograph on herbaI drugs, lufi'rdo Characters lilfi reference to

identifications A and B (macroscopic and microscopic descriptions)

1.2 Test for sterility tvtrioq'lu specific monograph n:6fidfioq1u the generat

monograph Substances for pharmaceutical use (2034)

1.3 Chromatogram fir{lurfiu.:rjoqlaovtrjfrtupir:rurrrsiurtd"lu www.pheur.org

1.4 rfrtr6lat:il'rer:611t1lor Oiofoiical reference preparations "tu monographs fi
avd

!nulto{

1.5 fro Solubility in ether oonornri'rdo Characters LLau reagent description

1.6 The reference to storage in a cooI place has been deleted from the

monographs and reagent descriptions.

2. nr:njaruuurja.:1u Ep 6.0 rfiuurYu Ep 5.0

o "lunr:yoraol Loss on drying (2.2.32) rjxqruu4fiffld'too-to5.C' rl6uur{]u

'105"C' odxudar

O lunr:vorao! Loss on ignition lu monograph fi:vr1 'temperature range'

o lunr:yqaolffLd nns rrav AES finr:rfrl (increase) precisron of the Limits

o lur.hrio Characters ri'r'ir 'white' rr]fiaur{Ju 'white or almost white'

o luri'r{o Labe[ing orqovtilfi 'the substance is free from pyrogens and sterile'
y'Ay3op,

t|alttnF]?ltJL148.lluail luO{alntOft?l}Ju}J0uLu generaI monograph 'Substance for

pharmaceuticaI used (2034)'

o lu transparency list rir impurity firiofrru'jr del.eted ovtrifioqlu monograph

O CAS reglstration number fituapxlu monograph urd':urinrurulnva?l

o

o

ri'r'jr 'retention factor ni rrJFuur{Ju 'Retardation factor R6'

"lu monograph on antibiotics, rir upper l.imit of content rfrlfiuu{iu 1O2o/o ilt

assay lou liquid chromatography

l
fr"r lnt lur r rfi uri ofrr ufi aras monogra ph 6ar,rrr u rardrs6r
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3. nr:njarauuila.:1u ep z.o rfiuurTu Ep 6.0

3.t finr:vrlvrruuriltlu monograph "Lu herbal. drugs loarfilgr-lnrua-nrscuvr.w (powdered

herbaI Qrug) lunr:yrnaouri'rcio identification test B fl'lx.ln?'trJn4rJ1sail

3.21u monograph tol essentiaI oil. 1116'r finr:al{o4afrtl'ir1u generaI monograph

Essential. oik Q098) utavtlduunr:ldri'r"tunr::vq l'imits of content for components

eln 'less than' tflu 'maximum'

3.3 drururatriur{rn'eylunr:LLaq{ l.imit finr:uJfiuurilar arulr,rrloq'[un1:vnaou atomic

emission ,p".tri"try ttau atomic absorption spectrometry

75

o e1n general monograph 'substances for pharmaceutical used (2034)'finr:rjr

content of residual so[vent lrlfflunr:ri1u']fu141 assay content, specific opticaL

rotati on ua v s pecifi c a b sorba n ce n-trfurjo nr urdo vtilfi : vuJu s pecifi c
I

,ddv
monograph ?llnu'llo{

o Q'1fl generaI monograph 'Herbal drugs (1433)' tuav 'Extracts'16':vr1 storage

protected from Li ght 6'lfiudonruflki'qn6'r,oofl Qr n s pecifi c monogra ph fi

generaI monograph friaolfln:ounql

O tfrl reference drvYu genera[ chapter '2.1..2. Comparative table of porosity of

srntered-g[ass fi lters'

O ifrl reference riruiu generaI chapter '2.g.L2 Sieve test' tfioturq"uot particle

u6o granule :vlt{]u sieve number

O ufrl reference ciryiu general chapter '5.9 Polymorphism'lu monograph fi

nrirrfi'r Polymorphism

o fifi'r{odou 'Other detectable impurities' firJ:rnn"Luri'rdo lmpurities lu

monograph ,rrdrrr',ufrru '(the following substances would, lf present at a

sufficient level, be detected by one or other of the tests in the monograph.

They are [imited by the generaI acceptance criterion for other/unspecified

tmpurities and/or by the general monograph Substances for pharmaceutical

use (2034). lt is therefore not necessary to identify these impurities for

demonstration of compliance. See also 5.10. Control of impurities in

substances for pharmaceutical use)'.

o fi monograph drurulrnfiffnr:ril6ru editorial. styte lyrj ToufitilteiuJf;uurfiour

^J1r{Lvtrrupr :rutoflo'r monograph tor chemical susbstances Ltay herbaI drugs
; .j y d q ___
yrLfl u2to.ltJou Lu EDQM websrte
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3.4 finr:rrvrufi nr:drr6.: generat chapter 2.2.22. Atomic emission spectrometrylaa

uvrufipi:u generaI chapter 2.2.57. lnductively coupled pbsma-atomic emission

s p e ct ro m efDl.n 11.1 n't r il Lu u t v a il

3.s doryaluer'r:r.i gradient"Lu liqurd chromatography test finr:ilYul#r{luuurvrrltdarriu

(nrulfr'anmvrln6 ria4afirfiurciorfiunr:nd'uuir{anmct3il6'u (initiat condition) qn6'o

oon)

- d v o q ,i
3.6 frnr:dxdthJfr method H lvil rirr,lYu heavy metal nlx.rrrl'rxrt14xrual.l

3.7 an:Tn:rair.ruavfio"iror impurity fioq"lu monograph tdhloq"Lu transparency list

4.8 #ry#nr+ni 'L' ciryir 6rl: r;nuvrufidru 'L'
!

3.9 ciruto.rrir 'sul'ph' nnruyufid'ru 'sulf'

3.10 r{rir 'parenteraI dosage form' flflLLl,tufi6"lu 'parenteral preparation' ttav ritjr
'parenteral use' flnLtyrufipi':u 'parenteral admlnistration' alllFr?1l.lt141.t1vall

4. n,t:1{aTJn1:tilaruuurJalm{ EP 5.0 fir EP 7.0 utsrvr'uu version riouuri,

TEXTS
Gee)golu?ulntoilltn[t

EP 5.0 EP 6.0 EP 7.0

NEW IEXTS 1. GENERAL CHAPTERS 6 6 2

2. MONOGRAPHS

2.1 Monographs 29 13

2.2 Vaccines for human use 1 1

2.3 Vaccines for veterinary use 3 1"

2.4 Radiopharmaceutical. preparations 2 1 L

2.5 Herba[ drugs and herbal drug

preparations

2

REVISED TEXTS 1. GENERAL CHAPTERS 16 B 1I

2. MONOGRAPHS

2.1 Genera[ monographs 1. 2

2.2 Monographs 37 on 87

2.3 Vaccines for human use 1.4 1 2

2.4 Vaccines for veterinary use 9 1

2.5 RadiopharmaceuticaI preparations 1.

2.6 Homoeopathic preparations 2

2.7 Herbal drugs and herbaI drug preparations ZL
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orndoa:r]nr: rrjiu! rfi uunru rurt nrirlro{ E p5 E p6 uau rpz nu'irfi nruurm nsirrfi
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r{rn'cy 6o nt:tlirtqtru?u monograph vir"ll10:our]ailFi?rl'trlrnfiu 6'lrTudlaln'l:rJ:vt fi EP7
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TEXTS
ouv)u

a1u2u?l??ov[tfl !u

EP 5.0 EP 6.0 EP 7.0

CORRECTED

TEXTS

1. GENERAL CHAPTERS 10 25 15

2. MONOGRAPHS

2.1 Genera[ monographs 1 1

2.2 Monographs r36 on? 201.

2.3 Vaccines for human use 5 13

2.4 Vaccines for veterinary use 7 B I
2.5 RadiopharmaceuticaI preparations 2 2

J 38

2.6 Homoeopathic preparations 1. 10 2

2.7 Herbal drugs and herbal drug preparations t9
TITLE CHANGED 1. GENERAT CHAPTERS 6 2J

2. MONOGRAPHS

2.1 Monographs 5 2 2

2.2 Vaccines for veterinary use 7 8

2.3 RadiopharmaceuticaI preparations 1

DELETED IEXTS 1. GENERAL CHAPTERS 4 2

2. MONOGRAPHS

2.1 Monographs 1 t 1.


