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INTRODUCTION

Msdical.nd technical evalu.tion ot rcgistEiior dGsieu lor medicinæ is an ê$ential slsp ln

eBu ng thè qualiiy of prcducis pla.6d on lh€ maûol. Thus,lhls volume h.B been *iablished

Ûr o.der lo upd.te ihè èlemerts rcquiêd lor each lype ol rcærd and madE avallâbl. lôr ûê
phamaceutical sælor opêâioE in e cômmôn êElstÉtion pDce$.

Thâ up{atê rcmainÊ in line with cureni resulalions and is valid fora pe od

phamaceulical sætor operatoB are requirêd lo comply wlthj sô in pÉclice!

lo the popul.lion meèi the rcquiêd qlality slandards.
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LIST OF FILES TO BE PROVIDED

FOR THE REGISTRATION OF DRUGS

Only words in bold indicate the update providod in thê rcgistrâtjon procedurès.

It is deskâble that lhe application for registration dossiers are submilted in a
workbook

.NEWAPPLLCATION FOR MARKET NG AUTHOR]ZATIoN IMA):

> Appllcation le er fo r [!À to lhe Dircclor oi Mâd agæcâr Drug ! Agency

> Sùmmary of PDduct Cha6ieislics (SPC)

> Ph a mêceulical, anâlyl€l and bio ogical liles

> Clinical, pharmcological and toxicologi@l lilos (For n4 aclivo ingrsdi€nl. and n

@mbin alions ot ac$ve ing rcdients ...)

> Phamamügilance files

> Appoinlmenl eüerolihe olîcia eprcsenlative in Madagâsar wllr its c@rd nàles

> Appllc.lioi6 lor Êgisli.lion d@liets mGl be wiltEn in tHch or Enslish.
> Th€ chronology of ths ilênE ol lh. d@.in lnwt toll* lhe ord$ pætrLd in this manùal

r€gl.lntlon plocêdurc..

> For pmducls ror which he ûrolecul€ is slrl prol€cled by a palenl, tr€ aprlicaol m6l submil an

apdicalion to OtlAPl (Maiagæy Otræ ol lndusliâl Pmperly) ênd pûVde lhe deposit receipl lo
Madagawr Dtog's Agency.

> The ùadè name, shape, coloùr and pG.enialion of ihe arlicle shoL'ld nol inledeE wlh the

> Incompls!€ llA appllcrllons aro lnadmlsrlble.
> The iiÂ .pplicadæ mù.i Elal€ io prcducL allâ.dy llgistêÉd in otlrer countd*.
> Shipmerl and cl.aEnco ol docùmnts lor rogislr.lio. ârê ih. êporcibility of the

lab@tori6, Parcels mu.t b€ r.ach.d ln $ê promlsoÊ ol ibdâg$car 0ru9's Agercy,
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1.1 liA a!!licalion lêttsr :

The MA application lElter is to bê âddrêssêd to the Dnedor oI ilâd.ga5car Druq's &ency
and shall menlion thêfollowing iteûs:

t The name and Ihe address oi Ure MA holder ând Ihe manùiaclûre(s)

> The bEnd name,lhe nlemalonalNon Pmprierary Name,lhe dosag-" iom ûre dosage,lhe môde

aid oute ol administration, lhe preærlal on of mode s lo. sâ e hâckaginq)

; For generc and b@ded genedcs, menlion lhe name and pharmaæulcal iom ot rcference

medkina prodrcl kitach a copy of ihe Summary o, Poduci Chakcteristic olthe ret€rcncê
pôducl in ihe rcsislElion dossier)

> The Proposa o, Wholesa e Præ Exc udinq Tax (PqUp)

> Thecircuiloidstbulional1dsùpplyof thedrugrecommendedbyihemolher aboratory

). The pmpos€d melhod oi dislribul on (pharmacy hosplta ...)

1.2 §umnaru o, Product Ch.âdensfts ISPC) :

TheSPCmust show al the §ections listed below:

> The nlehalonal Non-PrcpdelaryNâmes(lNNs)

t The pharm aceulica iorm, dN age and the rcule of adm ôislÉl o n

; The qualitalive and quantitative mmpGiiôn ôiâclve ingrcdienls and excpienls high qht lhe
presencê of excipienis wllh known eliecls

> The thempeutic nd calions

> The dosage and melhod ofadm nistrction

> The conlra lnd @lions

t The pEcautions and wam ngs

; The drug inleÉctions

, The ùse during prcgnancy aôd laclat o0

, The phamacodynamir dala
, The phâmâôok ôel c data

, nonpâl b I lies (iôr so d solùles and soiuliom lor paenieEl 6e)
, The slocg e ôondilio ns (lhe men t on Keep oùl ol lh€ rcach oI ch ild rer' is desirab e)

z Ihe iôslruclioGior 6e/hand ng (ifneeded)

, Effælon âb ty iô drÿe ând usemâch nes

, ns«iplôn n a lsl oi poisonous subslances fappicable

; Ihe nâme md âddrcss ôi ôanufactrc(,
> The nâme aid âddÈss ôl lhe MAhôder
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l.3 I!!l!414-

Tle eaflel musl be leglble lor eæy rcad n9 and published ln printed verslon. ll must conla n lhe

iniôma!ôn sied below and bè wihen nFrerch:

> The ntemauonalNon Propdecry Names (lNN,
> the pharmæeuticallom, dosase and the rcute of admlni§lrâl on

> The q ualilafve and q uanlilalve æ m posil on of aclive ng ed enls and excip € nls: hig hlig ht lhe
presenæ ol exc pienls w lh known eflecls

> The theG peulic indicaüons

> The dosase and meihod oi admin slmlion

> The conta - ndicauons

> The prccaulions aid Pamings

> Thedrug nl€lacüom

> The use dr ng prâgnanry md lachlion

t The phalmacodynam c datà {desirable)
t lhe phamacokinelic dala (desirabLe)

t ncômpal bililies (for solid solules and sotul om to r paenleÉ uÉ )
, ThesioBge@ndilons (the menlion'(eep outofthe reæh ofchldren isdsiEble)
t Theinslruclonsiorus/ handlins (lnæded)

> Effeci o n ability lo d dve and use machinæ

t nsd piion ln a list oi poisonous substances if app @ble

> The @mplele addess of the MA holder and lhe manuhcture(s)
, Packaging (des Eble)

> Ihe date ol lat€sl updale of leaflel (des râb e)
> [,len tion li in doubl do nol hesital€ to sæ k advice tom you r doclor or ph a m æist (desirable)

, lnromalior boû in lhe SPC and üe leafler should be cohercnr

> Mæsive sôlules ând ânisèplics used in hospihls, as a ôrcam ôinhent 2509 lo 5!09 ard
sôlulons 250mllo 500m do nol rcqù].è a leaflei provided üral alllhe infomaüon rcquiæd in üe
eaflêt by lhis manæ of rcg slradon prcceduEs mûld be lôdicaied ôn ürê label and / or ürô
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l.,lThe conposi on ôf thEedministnltuê,ilês:

> Cêrdliêd copy ol lhê orlglnal c.nmcat ol Good Mânulacùr ng Pactko (GMP)

ûanufrrlurêr l.borarory êstablishêd by ih€ coûprlêni h.altn auûôniy of th. couitry of
origin. GMP cenificaiê mùst be valid at leæt six (06) nonth. and musr i.cludo rh. hêadsr

of th. regulalory a nority of the coûnrry olorigin.lf manufacluring is donE in sêvêhl
liberaioB siiæ provide eriified copies of GMP æniEcatæ tor ea6h siiè.

> Va d ædlled copy of the origin a of the d tug s m a*eling aulhor zalion lssued by lhe mm pelen I

health aulhorilies ol lhe counlryolorigin,
t VaLd cedilied copy ol the oigina Iree sa e ænlcale
t Cedfed copy oi lhe orgina ærl ficate oi pharmaæuli@l prcduct, lryHO model{see modelin

> Wilh dàle.nd sisned thandw ter sisrll'rE) Commiùneit o, the phamacisi in charse
(!e model in A.nex r)

> For mediroalproduch manufælured io Madasasca( ony Ihe cerlif@le (s)of batch analysis

(sæ modèl in arnex 4) and lhe commilment oI the pharmælsl n chaae (see model in annex

> Lst oi æunldes shere lhe drug is app.ov€d and mârkelêd emlose copies oI Ure iænce oi

> Drafl lâbel and d slincl packaging for eaclr poducl

, C€!üllcation or prèquallllcatlon gnnted by lhs WHO (Oplionâ0.

> Odgin of raü maierlals: lnionnâtion ôi !,1ànufâclüH (s)

> Raw matedals, intemêdiâtes and fnished pmducl Spæircaùons

> Fom u la and man uh clu.ing plocesses

> Contrôl§ du ng mânulâclurlng of ine Êoducl ât va ous slasæ of mass prcduciion (o
clârlly the role ôf ercipiênt ).

l-5"2 The aralvlical lile :

i cenileâies oI ana y§is oi GW maleiâls (&tiv. âid inâctive mâteiâb)
, Cênilicâ(e of âhalysis of fnlshed prcduct corêsponding to thê bâlch of lhe pbvided

t Mê(hod ol analy.ls and Validal on of ænIml melhods in lhe câse ol metrods noi availablë in a
phârnacopoeh (,-tlousê mêdio&).

Tbe anâlylica protôôos sha be su[EenlLÿ dela ed 1o ênab]e comp€le reproduclion : ali prctools

Noi. Bên. :
. PGs€..lon ot a WHO prequallliedon ercurê! product manu,acturlng quslity,

Iïê iie .als csn icat cannot in any way sub3tllub th€ ma*el Authonzaüon {lUA) i66ued

by thé country ol origin,

1.5 TheGonposiiion of thè phama@ûii@L anaMidl.nd biol@ical lilos :

l-51 Phrmæûli.âl Filê
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.5-3 Slab litv stùd es ôf linished orcdûcl :

; P rôtôcô tur rhe slâbiliry srudy indicar ng ü e mûd ir o ns a nd ân alyzes

, Reallme ând acceemied sludy results on lh@ (03)dlffe€ni batches, signêd aId submitled

by the manufaciurer (see ICH modelin Annex 5).

Noia Bene I Thè accelerated sludy r$ulls ju3i sere 1o demon3irate ihe relevance of ihe
p.oiocol,onlytheEal"timeësuliswillbeiakenintoaccou .

J 4 giellsiÉLEile.&lleri

r slêd ly

Thê mêtho& .hould bê validatêd, as oihor analyrical merhods, if thèy aE not part of thê

l.6ThècompBilion of lheclinical. loxicolooi6al and phamacolooicalfi e :

For new aclive ngledienls and new combinalions oi aclve ingredrenls, provde lox cologica,
p h arm aco og ica and clin ical lilæ to ju sl iy the saiely slab ly and êilciency ol lhe d rug acco rding lo
ihe standads published by ihe competeni auiho iies ofhiqhly rcgulated cou.iries {lCH:Europe
-Japan -canada and UsA)orWfoType updaled cedilicate

1.7 Phamacovioilance tile i

> Rlsk Maôagefrenl Panlor new act ue ingGdieôlsornewcornbinatioDs oi ac1ÿe ingredienls

> Dâla on posi -nartêling luedlcated Advê6e Reactions ol pbduct tô rêgister, obseRed in

ôthe, countnês lorsete.ic drus§ (Dê6iBble)

> Conlacr detâls (nâme +mâil phône nùnber, ûâilâddrc§s)ôf the Phâmacoÿig lâncê Country

Lead ôl lhe onæmed âboÉiory
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l-Ssamples:

Sampls o, sâle models wilh:

100 !n ts lablet and cao§r e

50 v als sô ùriôn and poüider Ior injecrion

501ûb€s oinlm€nl and ùeam (mæs < 59)

20lùbes o nlmeôl md cieam (5 9 : nrass: I5g)

l0lubes Oinhenl ad deam (ma$> 15q)

l00vas soulionorsusDensonliqud(<smll
sovals soution d spemôô iqùd(sm <soluloi<50n)
20 v als so ulion or suspens on liqù d (50m1 < so ulion < 1 00ml)

10ÿals so ution o. ùspereion liqu d (r 00m <solùlon<500m)
svas soulion or spereion liquld È 500m )
100unlls suppository

100unils powler in sachet (mas 12q)
50 unils powder in sachel (mæs < 5s)

20unls powderinsachel(5s:mæs:15s)
rounls powder in sachet (ma$>l5s)
20 ui rs UD

100ùnlls ôoôdôns

20 ùn ts implanl

20 ùn ls pâtch

2 boxes vâccins and âit{ancêr products .êgârdl*s oI
ph a macêutical lom â nd prêse nlatiôi

The quaniiiiès rcquæled arc needed lo pedorm allanalys* êquned bythè mônogcph of ihe
phamacop@ia of ihe corcsponding product ëIerence and lêâve â r*.ûê srEple, They may
vary dep€ ing onthemethod olanalysis olihe product.

n addilon to lhe number oi unis reqûested n the Iâble âbove, â lùll prcsenialon ol the mode is

requ red lor each sal* preserla|on io. lhe samp es library

!SIE!
Samples should be ææmpanied by lhe cerlilaale of ânaLFis ol the ôoresponding balch and fw
gmms (5s) ol aclire Éw matedas shoud be amompanied by üieir ce.liricalps ol anaysis ot

- Samples slrould be kepl in lheir odqinal packaoinq ànd musl come lmm lhe same balch.
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p nted on nd.delârhable afrxed lab€ls.

Ihe rffia ning sheli life of lhe sâmples must be âl easl 1 y.ar upon liling ol lh. appllcatlon.

0n be pnmary and sMndary packaging should be meilioned :ûè bBnd name, the lntematiônaL

Non prop,ietary Nare I NN), d6age, dosage tom, baldr number, manuieludng and expiry dales,

name ad addêss of lhe manulætus (Cily namdoounlD, namê of the rüÂ holds.
On he æcondary pækaging should be mtioned preGulons (Eyrmple: Kæp oui of eæh ol
children Keep auay fmm lisht) and special sloÉge conditbns.

Pac*a! nsslh advedising matler ir nol allowd (ilentior or pictuB tdding io self.rudioaiid

Pækaging diflec accoiding lo ühe liel (âdv sâble)l

o Li§l I üIâ box hæ a \,vhil€ iâbel with a br,rad æd band

o Lisl I : ür€ bo( hæ a wlrilê label \rvilh a bmad grcen bmd

lnsôdplions namely balô numbei manuhcluing and oeiry dales musl b€ indelibly pinl€d or

II. APPLICATON FOR MARIGTING AUTHOR|ZATION liiÂ) RENEWÂL :

The fl* lb. renewâl ol markeli.g aulhorizzlion musl inclùde l

- An app ælion leter lbr rcnewal oi MA âddrcssed to lhe Dircclo r of Mad aq æcar Dtuq s Agency (see -

l) slating lhal no changæ haÿe been made in lhe @mponent submided when qBntng MA

- Ced,lied 1rue copy ol lhe cedilicate ol Good rÿanufacluins PBcl æs (GrüP) cùænl y ÿa d

-suûûâryôrPrcdrcl Characleislcs (SPC)

- The circuil oI disldbuüon a[d supp y oI lhe drug reconmêndêd by lhe laboÉlory

. For spècialiiæ and bEnd oên.rlc oxlstinû In lhê MoÀL and Doro6r ol lhê curenl year and / or
manulacrured by lcH counti€s : 3 samplôs tbm tho samê balch wllh thêli cênificate o, àmlyBi3

. For oènèric druos, Mothod of analysis and Validarbn of control meû1od6 h tie câ6e oI tn.
House methods and samples lM thô.am. balch wlth th.lr c.rdlicatê of ânâly6i5 (quantiii€s

needed L pertom all analy!ê. rêqun€d by ths monogÊph ol ihê phânnâcôpoeh of the
corespondlng Prcduct Er€rêncê).
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50 un rs lableland capsue

25 v als s ulion and powder ior inlection

25tubes Onlme0tand cream (mass < 50)

l0hrbes O nlnent ênd ÿeam (5 g : mas I 159)

S lubæ 0 nlmentand ûeam (mæs > 15s)

Sovials solùlion oruspeNion liquid G sml)

25vials solution orsuspeosion liquid (5ml< s ution < 50m )

10viâls sôlulôn ôrsuspensiôn liqùid (50m1<sôlùlôi < l00m )

5vas soulionorsuspensionliqud (r00m <solulon<500m)
3 vas so ùlion orsuspeNion liqud (:500m)
50 ùn ls supposilôry

s0 un ls powdû in sachel (mâs 129)
25 un ts powder n sachel (mâ$ < 59)

10unis powder n Mchèl (5 9 ! mæs:159)
sunils powder n sachel (ma$>lsq)
lounils IUD

50 units condoms

2 box€s vaccine and anii{ancs prcduct' regardless of
p h, maceutical ,o,m .nd pEse niaiio n

ln addilion lo thê numbôrolunils rêquêslêd inthètâble abôvê, â Iûllprcs€iialion of the model
is rêqrnêd lo.êàch salês pÈsêntâlion lor thê s.mples llbÉry.

Samples should bê kêpt in thsùorlqinàipâckasinE and musl.ôûe from ihe sâme balch.

Filing oi l,he appi calion for m akeln! aulhorizaûon enewa m ust bê mâde lhrce (3) monlhs be,ôE ib
validily dale e&iry and noi aler lh an six (6) monlhs afrer explEl on. After Ih s penod, any zpp cat n musl

@mp!y wilh Ihe new regislÉlion prccedure tor madelng ùl[orizâl on

f ud. d-.0,0,â. o.DrgP t0



III.APPLICÀTION FOR MÀRKETINôAUTHORIZÀTION MODIFICÀTION :

Any modilicalion ol one or more € emenls of lhe MA dNler of the druq musl be sbjected lo
æsessmeni by lÿadagascar Drug s Agency.

The Mâûelins Aulho,iælion modiical on may cover tre lbLowins I

> excipienb composition
> ,narufactudng p@s8
» pnfiary pâctlging nat'rê

> Suûmary ol Product Charâct6ristica üd le.flêt

t mânufâ.iuB/.Mm.

> duration and / o, sloagê condilion.
> Ew màr€rials spæificaiions
> analytiæl mdnods

The lilê. lor markêllng aùlhô atiôh nodlflcaüon rnusl inctude:

lll.1 : Modificalion of : excipisnls comlcition. lrtmad lactadlno nalurâ biând nâmê âîd
§ummaN of Prodùct ChaEctêristi6 lpdatlno :

- !d app iôalion leter lor MA updâting add€$ed b lhê Dnêôld ôi lvlâdagâ*n Dtog's Agency slaling

the reæôn or he clrange (æe l-1)

' A orirlcat from üê êÊpoislble pbârn.ci6l 6hting thal no châns* hâve bæn màde in

- Summa,'y oi Producl Chamledslics {SPC) updâtêd

- Apprcva ol he ch ânge by the regu alory âulho,ily oI lhe coun try ol o,isin

- 03 updâled samplæ frcm lhe same balch wlir mresponding ænilicate of analysis

Noh Bene :

Ch.ngi4 eltl€d to ihe .ciive ingædiènl compBiiion, d@.9. fom, rcùle ot admlnl.lâilon,
do6âgq thèEpéutic indicalion! mu.t cdply sith nfl madciirg authoriaiion application.

All 
'nodificâüor 

lil.t .E Bubiæl to rctilication, no apprcval Ê tacit.
Updâllng lâ âpplicrblêtomâ eting âu$odzâiioncurcntlyvalid.
Approvâb m(r8t includè tàe header of ihe compehnl hællh a'nhoily.

> For âny olher modilicâliont, ple$ê check wilh tte Reshhàtion §e(i@.
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Ill.2 Mod ilicâtion of th e m. ulacturin o !rccess :

Thê ûodificalion ol the mânulactuing prccsE means lhat op€Etions .E ch.ng€d, or when

the in pr@e5s conlrol is ch.nged.

- An applicalion leter Ior MA updatjog addrssed lo lhe Dircclor ol Madagasa Dtug's Agency

stalins üre ea$n ol lhe chanse 6ee '1)

- A @dfflcatê lrom üie roâp.nslblê ph.m.cisl slaling thal no ch.ngê6 have bêèn made in
addhlon ro rhat rêpo(êd

- t.xt of Ihe n{ proc€ss or n* conircl potocol (with vali.hlion in casè of ieed) conparcd

Àpprc€l ol lhe changê and the GMP curenlly vâlid fon lhe regulalory aulhodly of he @unlry ol

- 3 updatsd saûples fori üe same balch ÿ lh @æsponding ceiilicale ol analysls

lll-3!leCi!i!4ie!-el!!!t!sl i!!i

- An app icalion letler Ior MA updating addressed lo lhe Dircclor of Madàgasài Dtug's Agency

sküns nre reas n ol lhe change (see '1 )

À cedilicaie iom lhe espônsiblè pharmæ si slaling that no changes ha!€ been made in addllion to

- 3 updal€d sarîples fom lhe same balch wiûr coræponding æn fcale of analisis or packaging

mock Lrp w lh lhe @mmitmeni lrcm lhe respons ble phamacist lo prcvide the samp es

lll.4 Chanolno or addltion ol âlternâlive eilê mânuf.ctu no. nodilication of manufaciur€r's

!!4e !

Ai app calioû lelier ibr MA updaling âdd€ssed lo Llre Direclor ol Madagæ@ DruO's Agency

slaling lhat no changes ha!€ been nrâde in lhê mânulacludng p@$ (sæ -1)

- A cerlificaie IBm ihe r6poBiblè phamacÈt sbring $al no chang€s havs beer mâde in
addilion to thar Eponêd

- Cêrti,ièd true cory ofthe lertificale of Good Manuhclu ng PEciices {G MP) cu rènily valld
of ilre n€w §ile or dre new nârnè of thê n.nufacturilg sile

- Apprdal of lhe change lrom lhe êgulatory aulhoiÿ ol thê couiùy ol ongin
- certilicâte o,.n.lFb ànd sampl* (sæ ll) or for modilioaûon ol nanufactuEls nâfiê ; 3

updated .ample6 frcm th.6amè batch ÿith corc.ponding ôeÉl,lcat ofanalFi. or
pâckâgiig mock up with thè commitmenl hom ihe @pon.iblê phamacisr to provids thê
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lll-5MarketinoAutho zalio n holder lEmfer or m odification of il H's name:

An âppiicalion leüer for Liæn* holder ùamhr by lhe ioûner liceôse holder or modlîcâiion oi lhe
MAN'S nâme 1o lhe Direclor of Madagæcâ. Dtug's Ageôcy slalirg lhe reason ol Lrre change

- Aco{i,icat frolî the Ê6pônsiblë phlmacistsiaiingth.tno chang* hdêbéon madè ln

addiiion to ihat iepodèd

- Leter rom lhè new Marlcling Àulhor zton hold€r or he bindinq agrcemênl (in câse of MAN

- 3 updated samples lrom lhe saûre balch wilh corêspondinq @n lcâle ot analysb or packaging

mæk up lnilh lhe comri ünenl tom lhe rcsponsible phamælsl lo provide lhe smples.

lll.6 Contonl modilication or oxtondino :

- An appliction lelter lor conteni modilidtion or êxiending àddrcssed lo lhe Direclor oi
Madagascd Dtog! Âgeiry slalng scienifrc Eæon to. the chânge (exæpl Lr hospihl pæks)

3 updatêd sampl.. Irom lhe same balch üiilh co,respoding æd fcâle ol analysis.

lll.7 Modilicâlion ôf rhe duÉrion and / or stoEr. cordiiiors :

- An app câlion leter fo. [,lA modilcalion addÉs*d lo the DiEld of Màdagascar Drug's Agscy
§aring rhe rca§.n of the changing (seê r-1)

- A cèdmcaiè lbm lh€ .6pon3ible pham.ci3t 3tating thal no ch..ges havê bei made in
addirion ro thar Eportêd
Âpproÿal oI lhe chanse by Ihe rcsl'lalory aulhorl§ of the @mty of oiigin

- Stabililystudi* (sæ annêx v)
- Summâry of Pbducl CharacterÈtiG {§PC} and lhè updated leaflèl
- ce.iiricaiè ol analysls and mplss (ss€ ll).

lll.8 Analvtical mêthod. modilicarion :

- An app @lior leter ior MA modilca[on âddres*d b lhe D reclor of Madagascâr Drug's Aqenry
stating lhe rcasn or lhe changing Gee l-1)

- À cêdncâb lrofi lhe rêôpontible phamacÈt slating inal no chang.s havê b€ei û.de in

addltion !o h.t rêporled
- The old and new melhod

New method vâlidâliôô (il in.ho6e)
- cènificalè of analtBi! rilh sampl* (sæ Il)
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lll.9 Chano in o in aw materials sp* ificatlons :

- An applicauon leller ior MA modlfcal on addÈssed lo üe Dnecbr ol Madaqascar Drûq s Aqency

slal ng lhe eason of the chanq ng

- A ænlflcaiê from th€ responsiblê pham.cisl statiig that no changes have bèen nade in
addilion to thât rêported

- Apprcval ol lhe chanqe by the regu atory authù ty of lhe c0unlry of odgin

Raa ûat€rials (19) wi$ c€dificatê ol .n.lFiE

lV. lnlerupiio n or ca ncêllation of mâ rkêtind â urhorizallo n :

- harkêting âuthoriaiion inierruplion:a letlerofapp Glion forma etru âtrlhôrialoi
inleruplion addressed lo lhe Director oi Madaga$ar 0ru9's Ageicy
recovory ol ma*eling i5 pêmiitêd in c!§. of m.dciing autho alion valid and / or rhê

comp.l€nt authoiity notirthe E3umplion ofmarketing lollowingthe revalualion bênêlil /
rbk ofrho prcductwhich is rubiêcted lo batch rccatl

Cance aliot or AMM fo owins lhe manullctrrer s requesl

V. Eiamacoùlical producls impon :

Prelerably, lho flsl imponed prodqcls balch must match ihe batch oI markotlng
autho ation appli@tion sanplê§,

To guaÉnièe lhe quality and .nsurc the tnceability of pharmacèutical prcducts

dist buièd in Madagas6ar, each labontory ûusl nolify to iiadagascû Drugt Agency,
the dBt bulion networks and supply of ils products, TheEfoE, any poduct imported,
noi Bpeciing iho circuib rêqlirod by lhe laboratory corcerned, sill be bannêd lrcm
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SPECIAL DISI'OSITIONS :

tola Bene :

Tlre applicaijon ior ma*eung aùlhodzaljon Lr ê medicinâl ploduct manufactued under liæNê
musl have a cenituale frcm the âb.Eicry oMer ôf lhê pâlenl. This cerüicale de$dbes flre
ænlrcl procedure trat ls or wili be .pp led lr, lhe spæiâlly whose haûeling is required. Th s

cerlîcate b mandâlory for p@ssing.

Drugs manulactured under liceme n l,]adagaMr arc disha.ged ol ün es ol,hetuise spec fed
by the fi,ladagæ@r Drug's Agency, îles relaling io phamêco.iormlogical and clinica lda]s,
prcvided lhat flre @responding prcducls ol lhe ounlry oi origin have âleady golteû lhe [,lA in

üre RepubLc of Madasascar

All drug. usod by nauonal prognmÊ (l,lP Tuh.,culcb, NP STUAIoS, NP Malaria...)mu.r
bo rêghtêred wilh ladâgæcâr Drug's Agèncy belorc theh dispénsaiion in Flblic hêallh
laclllüe§. alioîsl progr.ms m$t pDvide lhe folldino documentsl

Application IilBslip eslablished bysubmitting nalionâl pr.gEn6
Sùmmary ol Pbducr Châôcte Êtics {SmPC}
Cênified i.ue copy or thê cenilicalo or Oood i/tânuhctudng PB.tice (GilP) curcntly

wHo pr€.qurlfilcato,l PrcduciClnüicaton (optional)

3 upd.ted sdpl6 fiom ths sam bâlch wltt corelponding certilicate ol analysh.

Thê rcsbtEtion ol mèdicinal prcducL usod by nâllonal prcglrms

Befolâ lhe 6ubml6Êioi of d.$i.B, itè national programs aE Equllod lo conbct the
êgistrâllon 6éruicâ for noe dêiaiB.
Prêf€reb,y, the supply of the* poducls m6t p*s lh.ough thè E6!ênüâ15 orugs
rnd llêdica I Equipmeil PuEhasins Contal(8AtÂllA),

BuLk Oresenlâlions for hospita pæks are rcl allôred in ôrdêr 1o prevenl micrcbat
mnlamiiâlionduing handiing anddlspensing when repackaging.

Registhüon ol drugs wilh the same tNN, d6age, dcagê iom, naiutaclurcd by the
samê laboElory mahùh.lure. lor dilfe@nt opeÊioE, is dlMd provlded thât th.
opeEror sùbmit a copy of lhe op.râling licens in ihe ap?licaiion lil6. Funhermoæ, the
namoandaddrcâsofliern.nufaciurerwithmedions'manlfacrurcdby.,,,,,,for,..,,,,"
is mandatory oi lhê box G*ondâry packagins).
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. Forspecialies and bBnd sene,ic exislns in the V DAL and DoGzol lhe rcntyearard/or
m.nlfaclu rcd by ICH counlria l es req ulred lor ma,*el Aulhoiætion âpplÈalion are :

- An app icalion leter addEsed to the oipctor of Madagâscar 0ru9 s Agency hi. l-1)

- SuûûâryoiPmdmi ChâÉôle sucs (SmPC)

' Cediûed tnrê copy or lhê æn lcale or Good Manuhcludng Pmcl ces (GMP) cun€ntly ÿêlid

- Copy ol MA lrom æuûIry of or gin

- 3 updaled samples lom the sâme batch wilh componding æd fcate ol ânalysis

- The c rcu I of dislibul on and supply of he drug reæmmended by Ihe laborâlory

. Fih io provide lor ihè êgi3lErion o, condoms and lnl6.Ulèrinè ddicB (lUD):

, & app,cêlion leuer addrêssed lo the Diêclor oi Mâdagascâr Dtug s Àgemy (ci l-1)
, Nafre ând addrcss of lhe danuiaclurc.

' samples {Sæ §)
' lnsüipüons given on gdmary and secondary packaging ar€ rcquired lo be rÿi(eô iû French

Suûmary oI lhe lechnMl descrplioôs ndicalons, Cont% - lndicalions Aclon ând

insltuôiôns, T ps Advâniages, D sâdvanlâges

- Efièclveness and insltucions for ùsing lhese pmducts. (This inlômalion mùst be given in

- For males condm (§oê ciEular No, j6g/lUSAlilPrSG/AGMEDiEnT ol Ap l 14, 2015) :

rctening 1o ISO 4074, WHO spæiftcaiioB and U FPÀ, thè lollosing document are

rcquiêd wiih appliÉlion iil* |

> malèrials mlatod læts I

- Toxlclty Èr§1

- AMron6s lo.t and nrilalion

Waler€oluble pDieii levels

- luiÛobiâl UmltÉ

- Limitiq the lornàlion of nitrcsamiM
- DuÊring

> Dah st bility Btudiès ovB a pédod of 3lo 5 y*E
> P.Éoman@ &la: Vduæ buut and pre$uE, no përforalion and visible

dêfêcts and p.clâse i,lteÿily
> oala r.l.têd lo tiê deÊign: fom rnd tèxtuë, be.d, snèll, 3iæ, thickn*.,

qu!û'ty o, lubric.nt .nd pord$ qoatiis às rell a3 lhe n.lure .nd kbëlins of
individull pâclcse$. Notë thâl $e individull packase should include: lhe
ôânuractuêi§ nânê, brlch nùnber lnd expi.âlion d.te (month I yèad.

r d"qa ", ,t.6 veM Page 16



$ lqlE§-i

» AllregislBtion fle whose appLicalion has been Glused may be rcæsesd pmvided lo resubmil

modifed nb. Thè æ{pplication of rclEod lile b subject to payne.t o, rsgistrution fes.

> Tho validily ol pendins tile needins ldditional inlomaiion È ihrcè (03) months rrcm lho
claiûing lêtter dâle. ln a6. of deriakins limii.iimè or aflù thEè (03) clalm, riadagascrr
Drug'6 Age.cy pu& loMd an unfavouhhlëopi.ion andwill nolonqorconsidorthe caso

> Cause olrèlusalare roi.rainedlor non-modifl.d 6.âpplicaüon lilâ.

), Asæsed lile arc the prop€rly ol Madaga.car Drug's Ag.ncy ând ca.iot be Blituied 1o

> Applicalion is no longe. aæêplahlê after two unlavoEblê dêcislois.

> The liul dBdline fo, supplèmènt inlomalion mây bê ê{.nded followl.g lhê reque6t ôl
ihe applicant, The maximum limè of exlension is !2 monlhr from lhe d.lâ of iÊsuâncè of
the liut claiming, Se@nd and ihird claiming deadlinè cannol be extendsd.

VII. VÀLIDITY OF REGISTRÂIIOiI FIIÊ

- New (,lA : toù (04) monlhs lrem ihe receipi datê or the bank cêdit paynênt iotice.

. Renewal of MA : lwo (02) monlh. Ircm lhê @ipl d.lê ol th. bânk crêdlt pâymênt notice,

Va,iation oi i\rA : Iùo (02) monlhs fmm lhe subm ssion dale of app calions

VIII. ÎYPES OF REGISIRATION FEE

È ReSislEliôn Fee for new pr.ducl

q AnnuaL Fee for all prodûcts haÿ ng an valid MA

Ary linal invoice ûll ôe impbbablà lo chango.
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IX TERMS ÀND CONDITIONSOF PAYMENT:

. Paymenl of fees mùsl be mâde sliclly w lhin ihe pedod menl oned in lhe in6:ce'lhEe (03) nronlhs'

. No paymenlshould be made befoB the ile subm sson and issù anæ oi lhe i nal invoice

. Nofullor partialrèlund ol lhe feè paid is providod eve.lflhe Equestis dênied bêcaùsô lhêse

rights do nor march ihê cost ol rhe applierion, bur aithècostofinvèstigaring thenh.

. All bankcharg* loriEBêBarc ihe rcspomibililyolthe laboraiory.

.Any paymenr made dircctlyio ihe bank accounrs ofthè M€dicines Ag€ncy in Madagascar musr

be noiitied pronptly to ihe accouniing depaftmeniof Madagasær Drug's Agency(EnclcuE:
Original ol c,edil slip or lhe copy of Swifi TEnsfer oI wilh Relerènce ol paid leès),

X. CATEGORIZATION OF DRUGS FOR REGISTRATION :

. Catogory 1 ârûrlorl specia ly, vilân ns phylo-medlclnes and d elary

. Câtêsory2 nnovalive pmducl (under licêôse)

. Category 3 b Énd ed geneiæ specia ly ând essenùal pu b c heâllh sp€cia ly

. Category 4 geneic and drugs manufacturcd oca y

As pad of l,'re veifical on oi the mplementâlonotGMP,phamaæulcaiindûsùiesârercquesledto
suppod access lo lhe r manufaciurinq lactor es to æpÉsenlatives of Madaqascar Druq s Àoency
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AINEXV : §IAglLrY SïUDIES
ÀNNè(VI : ÀSSESSIiEI,IT CRIïÈR|À

Àl,lNEX Vll : SERVICES PRlCll,lG



ANNEX 1

MEDICINAL PRODUCT CERTIFICATE

'Ih s ænifcale comp es wilh lhe tomai @ommended by lhe Worid lea lh o0anisat on

{Sæ qeneral nsltuclions and exp ânatory noles athched)

Expodins6mtl(ænrying):...........................cenjrcaienumber.................
Lmpod nq côùôrry (appLiÉnl) MAoAGASoAR

I lut ltl i't**::l :t I -: ï::ï ::::i
1.1 Aôtwlisredieil(s)ând âmounl(s) per untd6eor unilÿoumê

The [ùll composit on of lhe med cina prcluct includ ng excipieib s as lo o

L2 ls tr s med c na producl the subjecl ol a markel nq au{rorlsalion ii lhe exponing counlry?

b)Applicalion ænd rc,Yes / No {c.cle lhe âppropdale Esponse aûd @mplele l fapp cble)

l.3ls rh s med c oalprcduct madGted i rhe erpo.ling @unty?

Ys / No (c rc e lre apprcp. ale rcspoû*)

lf tie Èsponsê tô 1.2 â) is YEs, fl n secroô 2A

F Lii sêcton 28 nattotherÉses

2A Medic nal pmd uci ÿllh martel n9 audiorisâliôn n lhe ædily n9 cou ntry:

2é' Va+e':ngarl'ro dlol r-berat ddleo's..e

242 Vc+e''1g a1\o isdlol todù hêmednd add?$I

24.3 Slatus of the mad@ling aulhor saton ho der a / b / c (circle the apprcpl ale espome{g)

â) is the manùfaclurer or the imponer {delele wh cheB s nol ap pl €ble ) Èspons ble lo.

b) ls nol@d in oie oi the sleps ofihe fiished prcducl manutuclurig wilhout beng lhe
maiuiaôluer or lhe importer (de ele sh chever is nol âpp iôab e) rcspônsib e ld bâtôh È ease

c) ls invo ved in nône ol lhe op€ÉliôN mentioned in a) and b)

2A 3 1 For ælêgûies b and c, nahe and add@ss of lhe manuracturêr or the mponer (deleG

" '"ever s 'ôràpO.àbl") èipo's be lo bàkh rc"às"

2À 4 ls â pub ic assess&nt rcpo.l appeided?

Yes / No (circlê lhe apprcpriatê responsel

2A5 ls lhe inlomal on ol lh e med clna prcd uct {oJûcially app roved and iuclud ed in the ma rleling
author salion) appeôded io tie prcsenl cen fÉb?

Yes / Nô (c.cie lhe âppôpriaie respome)



246 AppliÉnridtheæn,careirhelaxerhnolthehoderoithema èing aulhorlsalon (name

28 Medic na prcductwthnoma eting âulhodsat on in lhe ceniry ng @unlry

28' r'pp[Éa t'l"e ænituà'e (r-êéîd àdd 4r .

28.2 sr.rusoilheappcanr a/b/cGrcelheapprcpdâlerespmse)

â) s ûe mânufâclus or lhe mpô er (delete whiôhever s not app cable) respom blê lor
baich re eâsê:

b) s involved n one orlhe steps orthe rnshed prcdlct manufaôlurn9 wllhout berc the
mânutâclùÈr or lhe lmponer (delele ÿh chever s nol app cable) n chârge ot lhe balch

c) s involved in none of the opqatiore mmlioæd fê)mdb).

2B2l For cahgores b and c, name and address of the manurâciurer or lhe lnpone. (delele
ÿh chevêr is nôt àpp câbre) Èspôm b e lor balôh ereâsê

28 3 Reasôn *1ry lhe ma ei n9 aulhoisalioi s ackinq:

noi cqu rcd ( n lhât Msê, filL n 284)/ undâr consdeE(on / retused (circh ihe apprcp ale

284 Reasons 
"liy 

th6 marGl ns aulhoisâl ôn has nol been requned

a) lhe medic nal producl has bæn exclus @ y dewloped lor lhe tealmenl ol diæases -
æpæially,orliopca d seases which arc nol endemic n lhe expod ng @unlryl

b) lhe medcnâl prcducl has been retomùaled in order lo mprc@ ts slâb lÿ under
lrop ôâ 6ndiIôôs:

ô) he medcinâL p.odù.i has bêên rêlbmulâièd h êxciude excpiênh shlôh âre not
apprc€3 in rhe impodN @uilry

d) rhe mêdclnâ producr hâs been rcfomu aled 10 mmply wirh â rcquiÉmêût Èqadiiq
the dosaqe oi an aclive ngrcd ent:

e) lhe medciial producl has a markeling aulho salon for anolher dose ânolher
phàrmæeuli.â tom ôr â d fiercnt iômù alloô

r) olher reaen (sp& i/)

285 The Expod Stêtemeil wha.h has beer senllotrece ryng aulho.ly in ac@rdance wlh the
reg u al ons e âl ng lo tlie eporl oi med cina prcducls w thoul fra*eliôq aulhor sal on ô lhe ced lying

coùnlry s appeided lo the pesenl æniicale

3. Dos the æd8inq lhorily aûange for pe,ion c insæcloûs ol the manu,acludng p ant in which
lhe dôsâge lom s prôduÉd?

Yès / No / nol apprôab e (c r e tre âppropriâle respome)

Âl'erJ' É!i'e{.) {r irFleâ l!
N ame and add rc$ of the m an uracl'r æ. o. the m poner (de ete whicheve r is nol ap p cable) respônsib e
io bàrhreea*. ...........
Yes / Nô / iôl âpp câblê (ôirô e lhê âppropr âte mp.nse)

3l Pa od cily of rcut re repælioN(yæts)

AI leasl once e@ry lwo yeaN



3,2 Has the manuhclurc of lh s lype ol dosage iom been lnspected?

Yes / No (cl cle he apprcpriaie rcspoise)

3.3 lhe phamaceulcai site is subjel ir lhe Eurcpean Unioû tules lor GMP Éogniæd in pene.t
agæmenl wi0r GMP ææmmândâd by lhe WHO

Yes / No / nôt appli@b e hio ê Urê app@p'iale .espoNe)

Commihreni of be rcsponsible phahac st (sæ apperted ame,

(Sedon a iled ii by lhe æ.Uiylng aulhorlty)

4, Dæs lhe iniomâl on su bmitied by ihe app icanl salisly lho ædi6/ ôO aùlhodly on parls 1 and 2
a5 w æ on part 3 as all lho aspæ13 oi the med ilin al prcducl manuhctù ng ae @næmed?

Yes / No (c rcle lhe apprcpr ale respone). l, lho E ponse b no exphin why:

Addrss ol lhe cedifo nq aulho,ily:



1 P eaæ €iê r tô lhe gû d elines tor iu I inslruclions on how lo comp ete lh s iom ând iniomalioi
on Ihe imp emenhlion ol ihe scheme

2 These fo.ms may be prcduæd by computel Thêy musl alwâys bâ subm nâd in lypâh.e

3 Àddilona shæts shoud be appended, âs næêssâry L accommodale rema*s and

I ln accordanæ wth lhe tomal rccommended by üe WHO, lhis ænnLcale indicales lhe
shlus of the medci0al prcducl and of lhe applicanl aor lhe cerllicale in the exponing
counlry Each æniirâle appii6 lD a slngle medi,liial prcduôl on y as lhe manulactrdng
prcæss and the approved nfomalon for difercnl phamaceulical ioms a[d diifeMl
mncenlrat ons may vary

2. Use wh€n6w. possibo,lhe nlemalona ioftpoprloLry name (lNN)or lhe nalionalnon.

Foprelêryname.

3. The iômulaliôn (lu compôsilion) of lhe phamaceulca iom should be specfen on üe
ædilcaleorappended

4 The qMnt lalive composit on of excip enh shou d bê ind caled subjecl lo lhâ agæement of
Ihê maûelng aulhoisalion hôlder

5. As æcbon 24 coicôms medicina prcducls wilh a madGlinq aulhorisalon and sslon B
@ncems medcine prcducls wdrout a markeling âulhorielon s4lion 2A and 28 are
mutûa y êxc us ÿe

6. Spêcitÿ whèrêÿd lhe matuling âùlrorsaliôi hôder ôr, tu medcnâl pbducls wilhôul a
ma.keing auihoùalon the âpplicanl for the cen [Éb:

a) is lhe manulacluu or lhe imponer .esponsible iol balch rcleasel

b) is invo ved I one o, lhe sleps ol lhe linished producl mân0iaclû n q w lhoul
be n9 lhe manuibclurer or lhe lmpoder responsible lor lhe batch release;

c) is invo ved n noneolheoperaliom meitoned na)4db).

7. Ths intormalion @n ory be provided with the con*nt ol lhe ma.kel0g aurhorsation
hôdêr. I no respône s glvèn ii this seliôn (2a 3.i) rh s wi r iôd cale lhal l& @ncemen
pa y has Étusen he inc usion oi lh s nfomaton Please note thal lhe nfomalion €ialino
lô the manulaôlus or lhe mpôder rcspômibe lô.lhe bâlch reease ls prcvided in lre
market nq aulhorsalion.

I Ths refere lo the documerl prcpâred by some ialonâl regu abry aülhodles whiôh
summadzes lhe lèchi È dalâ €ad ô9 L lhê ma elng aulhorlsalion lssue

I Ih s rei€re lo lhe ilomâton on lhe med ciial product app@@d by the compeleil naùonal
aurhorly such âs the summary of Poduct chaÉôredslcs (sPc) rhe paledt nlômarion
lsiel and lhe Labe ng The SPC apecmes ûe @ndliom ior de ve.ÿ ând use of lhe
men i.lnâl prcducl û pad cular (spæiâ prè6ùliôns to r stôrâge and use onlra-ind cal ons)

l0 Only ii lhe app canl is nôl $e mârkeliôO âùlhod*lon hode.. The condilions or deirery
and use or rhe medicina prcducr (spæla præautons ior slorage ând use, ÉdÉ
iidiÉl ons) s hoû d be s pêôi6ed. û a I olher câses Ire côpy ôl lh e m arkelinq a ulhodsaûon
musl be prcv ded.



LI,

12

13.

ln lhis Ée,lhe onsenloilhe ma elng âulhorsâlion hôder is reqû r€d ior lhe cedfcale
lo be ssued. This consent musl be ommun câled to lhe aulho,ity by the appliÉnr

Peaæ ndicale lhe.easoi(s)why the appliôanl has nol submned aô âppicalion lor

a) lhe medicinâ producl has been 6elu§i@ly dereloæd lor lhe lreatneft oi
d seases æpælayiorùopca dseases which a€ nol endemc iô lhe
erpôdinq comlry;

b) lhe medicina producl has been rch,mulaled i oder lo impro@ ls stabil ly
undertDpca condilons;

c) the med cina prcd0ct has beei elomù âted i, erôludê ercipieils which âre
iol apprcved ii lhe mponing country;

d) thê medidiâl product has bæn @romuâled lo compÿ wilh â rêqunemeûl
rcgardlig lhê dGaOê ôf an aclive nsrediânl,

e) lhe mediô ôa ptud uôl h âs â mârkelinq aulhodsl on of a nolher dNe, a nolher
phamaæulical tom o. a d fe.eni fomû al on

0 orher reason (spect)

'Nol applicab e indlcats lhal lh ê med c ml prcd0cl s ma nùtuclured in a cô u ntrÿ olhêi ùâô
lhe ôiè ürch ssues lhe ôedi6cab ant lhat lhe inspælioi B cared out on the
Bpoisib ty of lhe ôompelenl aùlhôrly ô lhe côlnlry uhere the nedicinal p@duct s

Th€ rules ol Good Prac'lices appi@ble 1o lhe manuhcture of medcina orcducts and lo
the r qualily conlrclmentoned in the ærtifcaie âe lhose whiôh arê pôvided iô ihe lhi/ry-
seôid rêpôri ôl hê WNo Erperls Comm ttee on specircatiors re al ng 1o phamâæuljÉL
prepâErons lwHo, Techncal Repods seds n"823 1992). R{ommendalions
sp*iica y applôabe 10 boogca producls have been tormulaled by the Wllo Experls
Commiîee on biologicalstandadizalon ând are pûb shed in lhe t{HO TshniÉ Repôd

The dâlâ hare pâdiculâ. ihpodanæ when lôrêgn supplies or whei seve.al manulactueB
ae nÿolÿed n lhe medicna prodlct mânùiactùe. n lhis €se, the app i@nt musl provlde

lo lhe ædilyiig âuliorlly iôfom alion denti/ ng lhe @nlraclua pa rl es rsponsible ior each
step of lhe manûiaclurc oi lhê lnishêd phamâcêut câl fôrm àid defiû ng the nalue and üre
êxleôtôfa cônlturs âpprièd on eâch orlh6e pades. Alladdiliona nfomâronabôurlhese
manufactuc s ts whhh may be requ red by the cedli/ nO âulhor ly shôu d be p.ovded by



ANNEX 2

COMMITMENT OF PHARMACIST IN CHARGEFOR
MANUFACTURING IN THE REPUBLIC OF MADAGASCAR

(Nâne ot appticant company)

Cedly thal ûre intomalion in lhe balch ænii@le atached is @recl and æmmil myself lo submit a
nêÿ/ cêdjfcalê in Ése oi chanoe oI any intomali.n conia nen on the dæumeit



ANNEX 3

COMMITMENT OF THE PHARMACIST IN CHARGE OR THE

PERSON RESPONSIBI.E FOR BATCH RETEASE

Nàme o'l"e mên..rà o6dL......
Àôr\ê T"d" ((tIN\)

0 enoeo h ...

'tse.1deaqed

R6pons b e phamacisl ior lhe company

(Nameorapp enl @mpany)

' cedify lhal the iitomalion pÈvided in the atlached Éd lcate is accurale and I undedak€ lo app y lor a
new medciDa prcduct cedfcale f any of Ure ifllomalioi which appeaE on lhe above menlioined

ce iy thal rhe iollowiôo irems ârc atached ro the ædilcate f)
1') ôooÿ oi lhe âulhorizâliôi ôf thê êxoôdlnq Dhâmaeuli.âl sile,

2") ôôpy ôl lhe cedfical€ ol Gôôd Manuràclùnng PÉcliæ (GMP) and mpy of the aulho alon o,lhe
manuiacluEr o. oi the imæner Espons b e lor lhe balch rclease,

ÿ)

Medicnaloroducl{ilhâmâÀelfloâutroizâlion Medcnal Drcducl ÿilhoul â mâd€lind
à rlhôr7àtôn

cenEdrarrhecopyoithema*erisaurhomùoil r copv ol lh6 erpon shlemeni

is@_deFà l L'de-ale ro àoôl/ lo' à '"rl mdêrlâG lo àpo. ir arp npd.ulprorr
medi. 'dl pldu(l æni.lare if d ' djor mo! t^aûo_ læni'cr" i' a _odi'iiÉr01 s _àdô ro lô ô/po1

is made lo the ma rk€l n q a ulhor zalion I shlement

And/or, ll the applicant is not the marketinq

u Aulhoralon ol lhe ma elno
aulhoizalioi hoder lor isù ng lhe

(') the approE ale box (s) m6l be thked tor lhe ûr d item

- ced ry thal, if neæssa ry Ihe follow ng ilem is âltached lo th s 6m m lmenll

4") sl o,lhe manulacllreB {name, address)ard æn fcares equiÿâent rô rhe GMP ôedfiôâre ior lre
côrBpond ng maûùlacture sites, i moG han one manuraclurer ls invo ved n lhe mafuracludng o, üe

counlry Dale

ssmt,e t siamd



ANNEX 4

BATCH CERTIFICATE OF A PHARMACEUTICAL PRODUCT
ESTABLISHED BY ÏHE MANUFACÏURER

This certfiÉle (s) s (aE) sel (s) for (s) Lol G) fom wh ch lhe samp es prcvided {ilh Ihe ri e.

This cen fiÉb @nloms lo lhe lomal Mmmended by üie Wodd Heâlln oloânizliôô

15æ gwr6l ksttuctioE and dplanatùy nates ovsleat)

2. Àulhority rcquesls: Medical Prcdu.ts Aqency of MadagasaL

3.2.Pr m pê (s) æl !€ (s) 1 ând âmounlærmldose:

Tx€ Pâragraphs 3 and 4 are nol ôppiicable to drugs mânulacturcd in lvadagascar

3.2.1 The @mpclon of lhe pmducl il s idediml lo thê ægislêÈd prôduct in !r€ oponing @unlry?
y€s / io / nonregisleÉd prôduct hânulâclus in lhê country.

f lhe ànwr is no, p ease atach lhe quanliht re iomula (iicl0ding exôipieils) of bolh Èlduch

a Hode'sêL[orzator loma lerpd(l2hà-erd"dd \-) ..

a 1 \Jmber o'aLd'or 7aùô' b m" ler pdrcl2

"ror.o,O, "on*, - -



44 Numberof@di6carê of prcdùcl2 3

5 1N mbor Lol

5 2 oaleolManuhcrurc

5"D.?ùo-d5mrage(ÿedE)

5 4 Conlenl ol lne @nl.iner

5 5 NalLeorpr:_ary p&[ag:-g

56Nal.eolseændaryonlairer/pa.régi.g:...........

5 7 SD{ral stoÉoÊ 6nd to1s... . . .

5ID'ae1."( 1le"pe'aù,e .

6 Ob*toaùo'4 . ... .. ... . .

7.1 Sædfcalions applcable io this iomulalon lîdicte $e phamacop.eia in quesiiôn or pin

Tl.llnlheôaæolâregslemdp@duclmandactrÉrinUreæunlry,heæspæil@tomhâveben
appold by the competenl auihoify? (Yes / no)

7.2 The ænsignmenl arc there any spécial mndllions Io lhê above speôircaliôns?

yestN (intradæ k tau âN@l

7.3 Ataôh ùe ædfiôâte ôl aial}sis.G

This is ii ôê 8 ùal lhe above slalemenls a@ coHl.

Nâmeandaddrss oi aulhorzed oeEonl

Fâ( .. . .. ... ......... . .... .. . .......

SignâluÉ ol auürodzed person:



1. For more mmplele nlomal o0 on how lo co m p ele this form and lhe ap p callon syslem, p ease
rcie. 1o Ihe lexr of rhe ou de ines.

2 Thê* ioms can be prcduæd by compuler. They m6t alwâys be subm lted VpeMlten

3 Add, i necessâry, âddllio n al sheels io r com menls and exp anations

Explânarory nors for rhe barch æniliere

The oûpeleôt aulhoity of die expoding counlry shâ nôi be only exôeplionally 10 lhe ædifcalion of
ind iv d ual batchs of a phamaceutica podu ct Even in lh s @se æd fcalioi is Ére y app ed lo olher
prcducts as vâdines sêû and bolo§icas For olher ptuduôls s lhe hoder ôi the âulhorizâlon ol
pærg on lhe ma.kel in the expod ng @unlrys rcsponsiblly lo requ.e the prcentalion o, ænifÉtes
ôi tols t is pétuÉbe tiâl the mpôdiiq âoeôl§ho is espoisibte fù tuùâ.dlng thê ærtilcâles 10 lhe
mmpelent authodly or tre impod ng muniry

Any equ$l or complalit rega.ding a balch cerltcate should be addBsd in a Ées,lhe compelent
auliorty ol lhe erponiiq counlry. À dûpliÉle {illbe senl lo lhe hoder ol lhe âulhorialoô fd mâ ê1ôs

L Uæ as much as possib e, /rle.rrrbÆl Nû?toptietary tkM INN)

2. All ilems û Secion 4 rcier lo lhe pem sion mêi(etnq oi prcduct or lhe prcducl cedjicate
issued phamaceulcâ manulac(urer n lhe munty

3. Concems cêdif.âlê of phamâceûlcâ prcducl E@mmended by lhe Wodd Nealh

4 Display â eôôûmeôded prcôâuliôns ior stoÉge ,or lho prcducl as suppli€d.

5 Thô spocfcâlions arc üre Euôs ol vanous parametôE lo ba mBasured aid have bæn
a@epled forlhereleaseollheconsignmenlallhe lmeof pronudrcglslÉlion.

6. ldentry and expla n âny devialions r@m lhe speclri@t ons Ca d rcates or @lease ot a batch
mâÿ be issued by â qôveiômenl ofiiæ ior some orqanc prodùcls provlde addilona
confrmalion that a panicular balch has bæn Eeased but does iol næssa y spec ly whal
wrc ûe resulh of the tesls. These are nôuded n lhe anâlysis cedfôâle foû lhe



STABILITYTESTING FORDRUG PRODUCTS

TÏe desisn of []e loma shbility slud iês tor lhe d rug prcducl should be baæd on knoq edge ol Ihe

behavior and popenies of lhe drug subsranæ and ircm slabiliry studies on rhe drug subshnæ and on

expedenæ galned lmm c nica fomLrlatioî sludies. lÏe likely chanses on slorase and the Elionae for

the æ eclon oi atributes h be lêsted n lhe lonnaLstabilily studiæ §ho'r d be slated.

2, §elætion ol Bllctês
Data from §abilily studies shouid be pmvided on âl leæt lhree p,imary batchs oi lhe drug pr0duol.

The pimary barchs shoü d be oI rhe same tomuiâton and packâged in rhe same @nhiner closurc

system æ p.oposed for ma eling. The manùfacludng p@ss used for primâry batches should

simulate lhal to be appLed to prcduclion balches and shou d provide product oi the same quality md
meeüns lhe same spæfl@tion as lhal iniended tor m elins. TN oi the the balches should be at

leæl pilol scâle bâtches ând lhe lhld one can be smaLer if juslfed. Wherc posslble, bâlches ol lhe

drus prcdrcl should be manufâctircd by usins diflercnl balches ol lh€ drug subslance.

Shb ll§ sludiês should be pedorned on each indvlduâl slrcnglh and conlâiner sÈe ol lhe drus

pmducl unless brackeling or maldxing is appled.

Olher suppon ng dala cân be provided.

3. Containêr Closure Sy.l€m
§lablllq le§l ng should be conducled on lhe dosage iom packaged in lhe conhin€r closurc sysl€îr

prcposed ior ma*eling (includ n9, as apprcpiale, any sècondary packaginq and ænla ner label). Any

aval ab e sludies catr ed oü on lhe drug prcduct ouiside its mmedlale contà ner or in olher pâckâg n9

maledals can fom a ùseful pan of the sb*s lesling of the dosage iom or caf, be consideæd as

suppodino infomalon, mDæliÿely.

Spæifcatior Eirich sa si ol iesls, efeEme io a ylical prccedurcs, and pmp.sed æptanæ
cnler a including the 6næpt of ditreÉnt accepiance cribna tu e eâs and sheff lilè spæ 6cal ons, is

addressed in ICH Q6Â and Q6B. ln addition, spelficâl on lû degÉdâtion prcducls in a druq prcducl is

Slabi ity sildÈs should ioclude læling ol l,1rN atlribules ol tre drug prcduct thal ae susceplible lo
change dudng noEge d ae I kely lo nfluence qualiiy, safely, d/or effoacy The lest nq shou d

cover as âppmpdâle, üre ph,.sical, chemcal, bological, and micrcbioogical at[ibutes, p@srualive

ænleni (e.s., anioxdanl, ânlimicrobial preseryalive), and lunclionalily tesls (e.s., lor a do* de lvery

systm) Anal,,lical prcædures shou d be tully ÿalidaied d slability indicaling. Vÿirelher and io whal

extent redlcation shou d bê perlonned will depod on the rcsults ol validalion studiæ.

Sheli life accephnæ crileia shoud be derived tom considêialon oi âl avarable siability

lôioniâlioô A snsLe pdmary slablll§ bâlch ol lhe drus prodrct should be l€sled lor antimÈrcbial
prcservaliÿe sfi€clvenes§ (in êddluon lo pêsenalive æntent) al lhe propo§ed sh€lf life lû vedlicaion
puQoses regêrdle§e of whelher {rêre is a dlllerenæ b€trræn lhe rêlease and she I iilè acæplanæ

crileda tor presên alve conlenl.



5. T*ling fr€quêncy

For long lom studles, lEquemy of tesl ng shou Ld be suf6Èi t lo eslablish ih e stab ly prc,ile oi lhe

drug prcducl. For prcducls w lh a prcposed shell life ol at least 12 monlhs, tie fequenry of le§ing ai
the lonq lem §roraqe condilion should nohally be every 3 montrs over lhe flrsl year, every 6 monlhs

over lhe second vear, and annua ly theÉafler lhrcush $e DDooed she I lile.

At the âm eEIed stoEge 6ndlloi, a minimum ol thee Iime poinh, incuding lhe inilialaid fnal
lime poin§ (e.9, 0, 3, znd 6 mont's), iom a 6'monlh sludÿ is .ecommended. WheÉ an expectalion

(bæed on developmenl expederce) exÈts lhat re ls trcm acælerâled lÊsfing aÉ like y lo approæh

sisn lcanl chanse cdbna, incEased lEslûs should be ænduclEd etrer by adding sâmples al lhe inâl
lime polnl or by includ ng a ,burlh time point in üre study design

Wnen lsirn g at l,he nlemed iale slorage co0dilion is @lled tor æ â resu t of §gn fcanl ch ange al
nre âcceleÉled slorâge condl[on, â min mum of hur lime po nls, inciud ng the iniM and ii,ral fne
oo nl§ (e.0., 0, 6, I 12 monlhs), i'ôm a 12-monb studÿ is rccommended

ln general a drug pmduôl should bè evauâled ùnder slorage midilions (wilh âppbfiate
iôlerânæs) lhâl iesl ils Ihemal stabilily and i appLMble, ils *nsilvly lo mohturc or polenialior
solvent lo$. The storagê condiliôns and the lengd6 oi slùdi6 chcen should be sufcenl lo co@r

sLrage, sh pmenl, and subseqùenr use.

Stabilily lest n9 of the dtog prcducl aler mnsliiuton or dilution, ll applicable, should be @nducled

lo povde nfomation lor lhe labeling on lre prepa€lion, slorage condilion and in-us peiod of 0re

@nslluted or d luted producl.

The long iem lesting should cowr a mlnimum of l2 months' du€ton on ai least th@ pdmary

batches ai nre lme of sbnsion and should be @nlirued lor â perlod of lime eraenl lo cover lhe
prcpo*d shelf lle r'dditiona dah æùmu aled durlns lhe assssment period ol dre resiÿralon
applicalion should be submitled lo lhe aulhoriliæ I requesled.

25'C + 2'Cl60% RH + ÿ" RHor ilo'C t
2.CI65% RH + 5% RH

ito.c r 2.c/65% RH i 5% RH

a0"c r 2"m5% RH r 5% RH



f lons"lem studes aE conducled al 25'C t 2'Cl60% RN t 5% RH and sisnilcml chânge

0@6 al any ime during 6 monlhs lesting ai the a@eleEled slorage condilion addlüonal lesling at lhe

inlemediale storase @ndllion shou d be conducled and evaluaH asainsl sign icanl chanse crileria.

The iniiial applicalion should include a mnlmum ol6 monlhs dala Irom a 12-monlh sludy al üre

iûlemediale slorage conditioô

'î9ele?l'sgrifcairctaTe for a dag prcdrcr sdefEdà.'
1 . À 5% chaôge n assay lrom h in I al valuet or fâilu E lo mæt Ihe accepiânôe cdbna tu pôlency when

us ng biolôgical or lmmu nologlcâl p @d urcs

2 Any deg mdalion p mdu cl s exceedin g ts acceptânce ûileion i

3. Fa ue ir mæt the âmplanæ criisia ior âppea6æ physical âttdbùles, ând tunctionalily lesl (e.9.,

côor, phâ* *pahlloni resspendibLly €king hadness, dose dellvery per actualion)t horever,

$me chdges in physicâ âtldbuies (e.9., softening oi suppositories, meftng of creans) may be

expæled onder âælemled 6nd lions: and, as apprcpiaie fü tre dGage fom
4. Fai ûre to meet lhe æplanæ $ terlon lor pHt or

5. Fal ure to meel lhe æplanæ cr ierla lor disso ulion for 12 dosagê unils.

6.2,Druq rrcduci3 pactGsed in impemæble cont ineB

Sens §vily lo mo shr re or polental lbr so ven t l6s is not a ænæm Io r druq prod ucls packaged n

impermeable conla neE that provide a pemaneni barler lo passage ol mosirre or solveni. Thus

elabilily studles lor produch slored in impemeable conlaineE can be conducled under any conl@ ed or

6.3. Drug prod ucls pactagsd ln sêml. ps meablê cont l.êrs
Aqu€ous-bæad prcducls pacGged in semi-pemeab e conlain€E sho'rld be eva ualed for polenllâl

waler oss in addilion lo physical che m cal biologica , an d m sobiologica slabilily. Th is evalu alon cal
be carded out undff cDnd ljons of low rcla!ÿe humidity, æ discusæd b€low.

Sludy

25"C I 2"C/40% RH t 5% RH or «)"C t
2'Cl35% RH + 5% RH

30.c + 2.cJ65% RH + 50/t RH

10'c + 2'Cliol noe rh3n (NMT) 25% RH

'll ls up lo lhe appllcani io decide wlretrer long lem stabili§ studies ae perfomed al25 t 2"C/40%

RH I 5% RH or 30'c a 2'ci35% RH I 5"n RH



*If30'C r 2"C/35% RH * 5% RH is lhe oîg tem conditon lhere s îo utenned ale @ndilion

Data shou d be prcvided 10 demonslGie lhat tre drug product w nol have signllicanl waler lcs
lh.ouqhoutlhepopo*dsheflllelsbredat25'CandtheElerenærealiEhumdilyoi40%RN.

A 5% lNs n waler lrcm lls inlalvalue È comideed a signilicml change ior a prcduct packaged in

a semipemeabe ænta ner âfler aô equivâleôt ol3 rnonlhs slorage al4o'cr',lMI25% RN. Hôwêver.

lor sma ænta nec (1 mL or ess) or unit{ose producls, a waler loss or 5% or more after an Euiva e.l
of 3 monlhs §o Ege al 40'C/N [,lT 25% RH n ay be appropdale i, ]u§iiêd

6.4. DruE prodùcts i.tênd.d lor storagê in â rêIriqsralor

250C * 20Cl60% RH + 5% RH

isgnlcmtchangeoæurcbelween3ândOnodhsteslngallheacælerâledsloragocondilion
the proposed shel liie shoud be bæed on lhe real lime dah availabe Imm the ong lerm sloEge

condilon I s coNldeEd unneæssary 10 conlnue 1o lesl a pioducl lhroùgh 6 monlhs wheû a

siqnficanlchanse has occuûed wlhin lhe ftsl3 monlhs

6.tDrug producls iûtendod for sloagê in a l@zêr

Sludy

200cr50c

Fû dtuO poduôls inteided ior slo,aoe ln a frcezer, lhe she f fe shoûld b€ based oô

dala obiained al lhe long lem storcge condilion. ln the absenæ oi an âcæleEIed stoEge

drug prcducls intended to be slo€d n a lreezer lsling on a single batch al an elevaild
(e.g 5"C t 3"C or25"C t 2'C)lor an apprcpdale lime peiod should be @nducted lo
eff€ct oi shon tem excuGions outs de lhe prcposed label storaqe @ndilion.



6.6.0rus p.oduc6 iniended lor sloEse below .20'C

Drug producls inlEnded for slorâg e below 20'C shou d b€ lrealed on a case bys* basis

Dara for a alrdbuie§ shôuld be prcsenled n an appropdale to.nal (e.s., hbular sraphica,
naralve) and an evaluâlion of s'rch dalê shor'ld be included in lhe âppication The vaues ol
quanülaiÿeallribùlesatalllimepolnlsslroudbercpod€da§measurcd(e,g,êssaya§pelænlolâbel

cairi) li a §hli§cal analy§is is pe,roflned, lh€ proædure used and lhe æsumplons underÿ0s flre

model shouid be slaled aid jusl fred. A tabulaEd summary oi lhe outcome or slalislical anaÿs s and/or

glaphical pesenlalion of lh€ longlem dala shoùld be rcluded,

REFERENCES

- Srabiliry iÈring ol n6w druq sub.ranc.s and prcduct O1A{R2), ICH Hamonlsêd tdpatlts
guidêlinè,2003
. Evalualion loistabilit data QlE, lCH Hamoni.êdtripaltllê guidèllnê, 2003
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ANNEX Vl l

ÀSSES§MÉNÎ CRITÉRIÂ

À$æ3ment criteria ol rcgistEiion lilB are based on ihe foll@ing paÉmèlêE (not êxh.uslivê list) :

1. .ior paEmeleB {cau* ofrcfusalll

SPC and lèall€l : omÈs ion s of major medical inlomalion
,nconsislency of thè applicalion lile
lncoBisièncyand incompaiibiliiyof dala wii,h relorcnco

Low ralio Prelit / Risk Product

- Non.@mplianco with rsleEncê.nd hboratory sp€ciflcalions (dsscription, idenllllcaüon, âssay,

lralion.l ass@ iation, u ns uitable active ingêdie nt for thè iarget popu lalioq non{ecomnê.ded
aclive ingrediênl by naiional prog6ms, non.adapted pBêntalion lo clinicalpEctic.

Lâckof rêlêrêncæ ln hlghly rêgulatêd coùlnn . (nêwdGagêfoh, iêwâssociâtion)

2, inor pa6mêtê6 lcause olclaimino):

Explred admlnlsthlfuo nb
SPC and leallel : omiss ion. of minor medicâl inlomation

- Qualhycoût@l nolss :êÉsablêleg.l nention,advenisingmattei,,

- licomphlê quallly module

- Umead.ble ând/or incomplete l.âllet



REPOBLTKAN'I MÀDÀCASIKÀRÀ
1ânindrzaû fahafahana-Iand.osoâna

d§ Finfccs.i du Budget

aRÆTE lNTf,RlvllliIs rtrRrEI N. 2436.1/2 004
Iÿlodilirrl ct êc.ifi!trt I'rrrèté no 53tt/93 du 07jùilld I993
Donlût tarilicaiion d6 rc!6 de l'arenc.du Médicanêdl

I-c Minisræ de lx Sùié er du Plandng fânilü1,
Lt Minisft de l'Econonie, &s Fimcs et dù Budcct l

vu lordômaoce n' 62072 dt 29 sclrem&e 1962 ponmt codincadon d6 rcies lésislalifs
cod&n r lâ Mnté Pûbliquc :
ÿu lo dærer ni 62-046 du 24 jmvier 1962 relâlif à l'orgeisâtion de la pôtèsion ds médcui! dè
.hiru:ien dcnrÀrc, de sagc-femc er dc phmoien cadçant à Madagrscd i
vu le décret,'98036 du ?7 jlnvier l99B poflant cnlion er olsânjiation de l Àgencè _Cu

V-d,uDer d^ vaôsssÆ'
vu le décr.r n'200:1007 du 12 j.nvier 2001 ponâr noûinârion dù PEdcr Minisft, càel d!

vu lc déoet tr' 2003 00S du 16 jârvier 2003 ponrnt tuDindion dcs M.nbres du Goùveææôr
ùodini !âr l.s diùèrs D.2004-ml dù 04 j&vid 2004 er n 2004-630 du 05 juiller 2004,onat
Dooiôation des deûhres du Gouvemenent I

vu le décrct D" 2004'939 d! 19 odôbrc 2004 Iùânt lès .nributiors du Minisùe de la sâlré Èt du
Pltuin8 FaûiIal âinsi quc Iolgoisatio! généEle dc sod lvlùisèE i
vu füèré rc 5i l l/93 dn 0T juiller 1993 pnor hilcâton dc I AgeNe du Médicæni I

ÀRRETENI:

Ani.È prcnicr: Cenaitrs dis@sitio6 dès dri.Les 1,9, 10, 11, l2 ê1 ll do l'dêré D'531l/98 du
oTjuillct 1993 ru-visé sfl mdiuées uome suit. L§ drictes ll bis er ll tr
so à hjourù.

Â4iclc 2 : L dicle I de fmêré no 5l I ÿ93 du ? iuillet 1993 sus visé o§ lib.lté corûù suit :

« lù;de I r (noteai : Les redcv&ccs pénes pou l eægilùetunt dù nédictent i
usâgô h,ea l'octoi d'Aulon*ion de lvti§ su le MÙclÉ et les,El)ÿs de co.tôle dc
quâliré pÉhes à fdicle 25 d! décrcl nc 93-036 du 27 janvier 1993 poimr cÉâri.n et
orgæjsdio. de l'^e.nce du Médi.amc dè Mâdâescd, coiprenne :

- Ln doit rr\e pôù l ohte.rio! de I Autorisotio. de MÀe sur le Mùché.

. un doit nxe poür Lobr..rion du renouvelleneil de fAùtorisatio, dè NtÈc su l. NIÀché,
tous les cinq s.

Un don tuu.L dc débn pour les p.odui§ don! lâ coonerciâlisàriôn cÿ àùtoÀée à

r, dJo' i.-!.rl'oÿrn ûr L'"i1.d. publ.ik

Utr dreiid'.n rses rourl. cùnrôI. de qùrlité.



ces redeÿr@s Jæqùirtenr âùprès dc MôBieu l^ge.r coùpiÀblc dc
lÀgenco dù lvlédicâncnr de rÿhdâgÀcar Ler
p,r,hr.s o Doln,ieroclrc,r raùr du jour

9del «idré n" 551ÿ93 duoTjuillèr 1993 sN visé e§ libellé come suh :

,,l,rr,€2,, r ,-e mnrdt de§ d.oirs poui l obronrion de l aurorielio. de
l. Me.6é c* Ixé cômm. §'il :

- Médiomùntd onginc éiMgèe :

rvrâli.zmenr aahri{tué locrlemenr :

L anicle l0 dè f@êré n'5ll v93 du 07jûiller l99s sDs ÿiÉ eÿ üb.llé cor.ftsun:
t Aniclt l0 » tû,uÿetr) :1,è Nltdr des doirs pour I obteùlion dù Ènouÿelc rnt de
l'Autorisation de llris su le !lmhé, lomrion d ,rne cdéSorie anribuée au
ntdicdenr rala Comision NarioDale d'Eùegistreæ t el qui prcnd ù.coûpte
l'iE on ce rhâàp€utique du nEdicmc dèfinie en rmes dê b:!étce poù! !o s.n".
publique, est 1i\é conme suit :

]-'ùdclc ll de larEtén'53II/93 du07jùiile1 1993 sus visé es libclécotucsun:
« Àùicle I I » lnotdlot) : Le mdet des dro jts dÈ déhn @ek. ùncrioû d. Ir
c tégonc âtuibùée ru Dédicùelt par la Comissiôn Nariorâlc d'Etr gisireænr ct
qui p!Ènd en lompte I iùponffic ùérapdurique du n:dicrne0t en relms de b€DéIice
poui la enté Èublique, est îxée conne sutt :

I-c dmn dr .etrûùvêllêaêlr de
Iocrlcmut cl.$é a uto mr iiq u€m.trr

risr Pour l. nédic,Bcn! frbnqd
dlns I! c,lÉgûrie 4. Bl fiéi 160 000

Lë dmi. d. débit .r!ùel poùr lc ùédicrmelt tuDnqué to.ileD.trr, chsé
,utoDrtiqu€mctrr dn,r k crtéroüe4, e* tué à20 000 ârhn.

L',sri.lc l2 tre l n€ré n' 5l I l /93 du 07 juillci 1993 sùs !i3: ed libellé come sun :

« .|dlcle 12 ' lio ÿta, , l-e m,tui des &oirs pou l'obreûrion d'ùn visa de
publiciré csl 6ré à :r00 000 a.i:.r, l€ pdêDcnt p.ül Êtft .fieclué etr d€ÿirê ru lrrr

L'inicle ll dc frêré n' 5l I l/93 du 07 juiller 1993 su ÿisé cst libellé come sùii l
«A iL 13 » (norxan).1Æ montlnls dês droik poürh réllisltion d'!.,lys
drns lc lrhorrrûi.e dc cootrôlc de qurlité dùs DédicsDe,is de I'agc,ce du
Médic,Êertde Md.gN.. soor ,trés .oo6c run poùr16 fornerütÈr qut



I oa";e,.ft, o*,.o1ÿ*,

Ë

rurr*"* - ]î"-uu,,.-.", 1,*

^rtiole3: 
L.s inicl§ sùivrtrts sonl i r.joutêr:
« Attictu 13 bi » (nou"uu):t§ horr,nt§ d6 dôirs pour Ia lln.tiond'aDrly$
drns le Inboatôircde.orrôle de qualilé d6 hÉdicrnénk de I'Age cdr
Médicrmrnt de Mrd.glssr sodt firés conEe suit IDur I.r fo d.s itrjct bl§ :

Anrhscconplôi. ,50 curos
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sisné | Docteu JEAN LOUIS ROBTNSON

les âniclcs 14.15 dcftuEnl inchangés.

k pré§ot dêré *!a enregi*é el publié !ù ,olml Onicisl de la République.

anrma.aivô. le 17 décenhr.2001

I-e MinGùé de l'Ecomnie
des Fineceser du tsud8or

sisDé : R.I,AÿIDSON AndriampoFn, Benj!'ni,

AGTNCE DUMEDICÂMf,NT
Df MADÀGASCÂII

DES NÀîAIRII§:
'lbus laborÀroi€s fâbricâ s de û:dicânè.6

- To$ enskt* répûntus dê nédicane,h

POÛR AMPLIAT'OI'{ CONAORME TI{ANSÙT§'

Docteu. Jc2. R.né RANDRIASA-MIMÂNANÀ


