
GlimepiridelDiapride-M® 
Metformin Hydrochloride 

Read aU ot U1ls leaflet c.arefully before. you start taking Dlapride-Mo 
- Keep tt=iS leaflet. Voo could need to reud it agilin. 
- If you hi>ve further questions, ask your doctof, health care provider 01 phal11lZlcist. 
· This medldr.e has been prescnbed for you personalty. You should not pass it on 

to others. It may harm them, even if their symptcms Clre the same as yours. 
- rr any of the 5ide effects gets Sb;CUS, Qr jf you notiCe etty side effects nO( rrsted In 

t."t$ leaner.. cIease t~: 1 four doct()'", hea!ttl QI1'! 1rO'o* a ph.lrmaclst. 

In U'lis leaffet 

~: =~~;~'~~~oOe~r IT IS U5!:O FOR 
3. HOW TO TAKE OIAPRIOE-,..· 
4. ?OSSTBl£ SlOC EffECTS 
5. HOW TO STOflE OIAPRlDE-M· 
6. RJRl'HE.R P" FORHATIO:I 

1.WHAT DIAPRIDE·M- 15 AND WHAT rT IS USED FOR. 
Dlapride-M' ts an or-.! ~~~ 

It Is remmmt1'Ided as an iIdjuod. to ~t .!..'-.:! ~~::c.'$e ~~ ::he tr~tment of non 

~In depen:!~t d~~~5 Ctt'PI: 2); 

-In case lne mor.ct..~ ....rm ~cr J'I"\Ietfu.IIIIin 6oe!;: rot result in adequate 


· Ln ~~.l. ct ttIc fn:e ([':'r""'Ana»'l ti~!p't" cJ 9~ and metforrnin~-
2.BEFORE yOU TAKE OIAPRIDE-M· 
a) Do not ta'<'1! Diapride-M" 

- If yoU suffer from insu/in-dependent diabetes (type 1 dia~tes requinng insulin therapy), 

· If you have diabetic ketoaddosis, 

- It you are hyperseflSitiW!: (allergic) to i}III'MpIr)de or rnoet"arrnit'l ~de, Of any 


of the od* iogI'edl!:.r.ts cf DI;apri~e-M ~ m 1U',*~......jde;; ~ 0I:te' sutfOny1Urea5'Ild_ 
· rryt:'H! -epre"Jrwt orbtwl:st·f~, 
· U;Q.! ""''III or M'" had leaK; eddosis, 

- U yOU ru'~ ,) ::t,s ctrxase 01" renaf dysfun...'1JOn. 

· :! yc;.r ha'~ htart ia~urf!, 


- : f" wl'l3Vtre::ent'(I\ad .1J~6I1 attackoshaveseYe;:e c r;:'.I~7.l1i ~J".\:~crx=:rift;, r.:-~, 


· U you have " lifer disease, 

· If you drin a!COhol excessively, 

- If you have a severe Infection or are dehydri!lted, 

· If you are gOing to have u ce:rtaln type of X' ri!lY with Iodinated contra:R :T.aterlals 


administered IntC<fVenously, You wiU need to stop taking Olapride- fof a1 ~ tlme 
Of and for a few days after th e procedure, 

- If you are not eating sufficiently, If you are debilitated or suffering from ~tary Of 

adrenallnsufflClency. 

b) Take special care v,im Olaprlde-M 
Please foliO>.'" dose!y the instructions for dosage, monitoring (blood and UI'lnI! test), diet 
and phySical activity (physical wo...k and exerdse) as diso..s<'Ad wtn {OUr doctor. 
Waml"9s 
~ 

Ie. tte initial WIItb cl ~! 01e' ,i n;.~-;:c;~"" (decretk " your bic<Xl 

Iii ~ Ie",~) rm'"r be ':-:a~ ~~rtet~ ~It'f ~.rt'UI!:cMg. 


F~~ fa,vc '''~ :Ji l\~flO';.:Yc;eem. e11'\d!.JOc : 

- 1¥'··~CIfCrt'lOl't! cor.vncWt\n oll1cr paUeiU)~l d;""e ~::!"t ro co-o~rat~, 


- UndernutntlOn, WJ"egUlaf mealtimes, ;;;r ~~ 


· Imba!lV:Ce be,~ph.yslcaJ exettkrl_~~E"CIi::e" 


- Alterat1ons f'A ditt. 
-~d~,~'C'l a;;.""C'U::n--..~tI'-~"' ~~' 
- lm~renai~. -s.-.-_"_'-"""", 
· 0Yerd0Age .... Oi.aprfde-H4 

· certaIn~N~d:fw~~'~~.j'thyroidfuoct.ion 

-84'1d nlint.I!I'Ic.r~""'0'~4;)OO("'..ai~~ 
- Coneurmr:edm.'"""Str!'-Ct'I;:f~.,OC!'Ie'" -:eda'o!$. 
tr such risk factors for tTypogFyaar...lI Ire ~'- : ~ be ~:')' to olId,ust the 
dosage of Draprlde-M~ 
This also applieS wheneVer ~s:xcurs d..lf"1ng ~P'1 or : ~ ~ ~I.'r=:'; '~~ char~es. 
The symptoms of hypoglycaemla may be milder or abs'2nt in 1J'.ose l \tuli:l"ons where 
hypoglyccemla devef<ips gradui!llly, In the elderly, amnn patients 't'II1th a certain type' of 
r1er'lO·.JS~isea Sii (aut:or. omlc r',europathy) or those receiving concurret'll ~ 'Nitti 
btta~s, dorid:ne:, reserpine, qwntthklTne, or other s:yrnpit~ 
~"'CiJo!ml! can '*"'* a~~ toe promptly oontrolled by Imm edia--...I: nab of: su;.:c
e.q.... lr\tbe!;xm.::f~. s.\Xji!I OJOts ct sogar-5'Neetened ~ I).J tI'I::I!::i:

~"'"3}'5 C5"t7 m ~-;::: iO ~'3.-rs of 9-1uccse Vt1th you for thIs purptrSe (tool ~-~ 

o:n:ai'"i09 ~S"~- II.A:h as k: foods·or drinks- lin! Inef'f1la7o>l! .... c=-: ~ 


~). ~e ,~1la 1' - 'res, In addition, mmedlbte~ :L"Cl 


. :a;--.... \I?.ed-r.-sidvI n;!. tcI""le ~nces, hospitalization. 

~JIt'IQ t"C.'T'Ii!1':. \ \"1:11 tHapride-M " Q!utose levels in blood and urine !"rust ':Ie:~"'1l 

t'I!!;r~.I. ~ SiiCI/..:., ~.a.r" ~M ~ of glycated haemogtob(n. 


~ 
L.acbc a:JOelil ts a 18:r4, t.~ : set'~..:l, metaoohc complication that can Ctt.3 ~ to 
:-roetfcrmin acclJmu!~ tron OlJrtng 'catMent't't"Ul this drug. Lactic acldo$l$l$: I'N!lJ'1iy 
t:~racteNed by elevated hlood lectatlil 1weI~ and cecr1!olIsed blood pH. L..bcDC .oc:=--s::s 
may ecrur pnmanly In diabetic pa1.oents surrering frem significant renal faii~ 
The risk of lactic acidosis Increases with the degree of :'!fKI1dysfurKtlon 20d tht ~~'I 
age. The risk of lactic acidosis may, therefore, be signiflcunt:l'y decreased by rf9lJllI r 
monitoring of rena! functon. This drug should generally be ilvoided In patients with 
hepatiC" disease. P.atients should be cautioned against excessive-alCohol intake, either 
acute. or chronic, ....1":en tllidn;;J this dn.:g. since alcohol potentiates tt.e effoct of metfonnln. 
in~ tN:s drW shooId be t'!mpcrlI:j;' ~ 0fV til IIny Intra~scular 
~~~~":JIIM7~P::oc:e:S.z-~ The ~o: laa;k:addos:s atf;: 
1""..3A5!;.~~~ ~scr~~'d~-t I~;i""CJ2:I 
;ess,q~~ 

If you ~ SOfMof thts.t n"VI!!otOTl:S" ROp~!l Dfollpride-M "' and 
conu.Jt yOtlP doctor · ...~_ 
~ 
~~. is e!:t"~ t . :tilt L:J"\o!'r, se<;;; CT"'_~ine levelS shOuld be detefmlr.d 

td'n -'- - "'iI tt"Ie :;r-..,.3:!""er itIt:I regu!ib"y theruf\er: 

· • IIetSl i!::"4"~, ~ ....1ttI no!!"Ml re-ro!lt fu nction. 

- !.lleail ~...,o to fOl..f • :.c1 il yea" In ~tlents wIth serum creatinine l(Nels at the 

..tpOer I.ut of r:c'111'"-Ifand In eIderty subjects. 

~ rert.at l'unctton in e \der1y sub}ects is frequent and asymptomatic. 

SpedaI ca.utlon should be e)."t:rdsed In sitUatiOlls wh ere reOil! functioo may become 

impalN!d, for example when initiating antihypertensive therapy or dIUretic therapy and 

when starting therapy WIth non-steroidal anti-Inflammatory drugs. 

Precautions for Use 

- Follow the diet J)reSO'ibe-d hy your C:cctor as dosely as possible. 
- - Catry01~~~~C."recct'""'..rr.endedby"WUJ"~ 
- - ..:..•W!!tl::!;.""ca~~-~::E'~ 
- · tnferM y::tor OOCUIr In tM tw,.-;t ot ~ f;aa.. , ,~. 
- , surge1)', fever, infecOr;n, dilrlet.. ty In eatlr'.o;, 

, desire for pregnan cy, -
• treatment with other medidnes. -
c) Thklng other medldnes, hertal or dietary supplements 

You should not take l.lny medfCine of your own initiative, 

Please tell your doctor or phafmllClst if yov are ta king Of have rece:'"lO'f :.!Ito"'!': !....... ~ 


medicines, even those not prescribed. 

SOme associations of medicinal products should be avoided as tIie>,' can. !.ooT-i"'~ t,y 

modify your blood glucose level. 

- potentiation of thebkod-:,'llgllr-Iowering effect and, thus, in some ~-l:~ 

may OCOJr when one of the fol lOwing mediCines Is taken, for exampfe: ~ .=.-A otJ1(or 

oral antidiabetics, ACf Inhlbrlor5, allopurinol, aOilbotic steroids and mal!! ,...-:r~, 

chlorampll4!nicol, coumarin derivatives, cyclophosphamide, dlsOp)nrn:der ~'" ......~, 

renyramldol, flbrates, nuoxetine, gvanethldine, ifosfamide, MAO Inhibitors.. - ..:Mi).zcle, 

para-aminosalicylic acid, penloxifyUlne (high dose parenteral), ph C'!"_"'mzone, 

azapropazooe, oxyphenbutalOlle, probenedd, qulnolOnes, sallcylate5, 9.»tir~-e, 

sul fonamjdes, tetracyc~nes, tritoqualine,trofosfamide. 


- Weakening of the t:!ood-~r-Iowerin9 effect and, th us, raiseo t:006 S'..lQ;,r ~ mrj 

<xcur when one of the fonQwlf'i9 medicines taken, for example: 

acetazolamide, barbiturates, corticosteroids, diazoxlde, diuretiCs, epinepnrine (adrenalme) 

and other sympathomimetic agents, glucagon, laxatives (long term use), nicotinic acid 

(in high dose), estrogens olInd progestogens, phenothlazines, phenytoin. rifampldn, 

tllyn>OI","""",,, . 

- HZ ~atI~gonists, don:dlr"!~ an:J r~ fr>l/lliYd to etta ~ ex 

~'ilr:lthl!'~- sugar·lowe:rir-..; o!fe:t. 

&::- !n~I',lt'td! :e:e> neltI..t5,.!;ht;:l ~~----:::-t:b.i:zn: decreasegluc:osetolere~_ - • 
to ~ ot metabolic control. • 
ln~oe:J·biockers maylncre.as!! t.'I!!~ta~.=..~~,",_--erce 
ots.~REdicinessudl asbetl"-~... ~g~"""r.e.wld~ 
the ~ d ~ counter-regula tion r.o t:-~ m&y tit iedixEd c.r ~ 
Boch cc.ro;.t! :::t:; Gl'Cric alcohol intake m~ pctB-l,:...!.~ ...f!f'I t. ~'-~r;q()C~ ~ 
actiOn of Diaptide- ...- unpredictably. 

Alcohol in~kt ~ tlle ris.1( of lacte ~ 


Theeffectof~.nderlvottvesmay be p-'"(~)I~ 


Lactic acidosis rT1!', cau 11"1 cancom~nt «t.~ooo ddle ~ dru;s: 

lodil)CtledcontraS! ,~;n:I adlbb6csh.w'oj~ ~~.... ~'et"~~*.,} 


d) Prl!CJl1mcy and tIus:~ 


You should not lISt! Di~ tt yw.~p-r,;-0!i2-or~.~ -;~ C":D1. 

ASk your doctor 01' your ~~ftr wt.~ ~-:un; If"!' -~_--a. 


e) Driving a~ using l"\lodull~ 


Your V\s1011, ale'tness and reactiof"lS during driving or macfliJ"M! operation may be Impaired 

when treo!Itment for diollbetes Is not property balanced or in the event cf hypogtycaemla. 


f) [mpert~rr."rfI:Irrretcn about some of the ingredients of Dlaprlde-..t 

Diapride-~ fiirn coet:ed ~t:lets contain lactose, if you have been tD!d Op yQ6 dI:lrla 

Nt yOlJ h-!Ye ~~ CD some sug,us, con~ct your doctor b-efore t!ld:r~ :. ;. .;::;.co:: :r,e 

produC"!. 


3. HOWTO TAKE OfAPRlOE-M· 
~ 

Always take Dlaprtde-M;J:~ ~ " I' doctor has instruc:ied you. You shouid chec'i'\ 

\'li th your doctor or ~ ('" .1 M e unsure. 

The dose of Diapride-H4I depe:tIc:b «l your condition. For the OOtTect use of this medicine, 

you must undergo r~ bb:d iess ...ihk;tI will enable your doctor to monitor Changes 

in your ~ood glUCOSi! !E:>.'!!5:t'1d INS MjusZ: yovr treatment aCOJrdingly. It is recommended 

to Initiate the treatmer".! ...ar. bw~t e ec"uve dose and your doctor might Increase the 

dose depending on )'OU' bIoocI ~':J:tSe level. 

When switching from tt..e cor:DNdon therapy of gllmeplride plus metformin as separate 

tablets, Dlapride-M" st\:r_.o t!! ~dministered cn the basi:; of dosage currently being taken, 

Method and frequency r;X ~ 


Dlapride-MsshouId be aa..-~a;:e ~ r-;e ~ 2 ;' -~~,." 


the m!!'~-Is. 1"1"1!~ .. aoe 1", · .'!...C' ,':ec\"~""--=-i!!.CQ.~t~~.~cf. ..~ 


(I) ir "'0'.1 tI~e r; ~ Dhlprlde-M'>l than you should 

If aln e XC'!S5;ve dose is taken, this may lead to severe and sometimes life·threating 

hypoglycaemia and may require hcspitalizatlon even as a precautionary measure. 

Because this medicine contains rnetformin, this may lead also to lactic addosis. 

Please conSUlt your doctor or pharmaclst immediately. 

(b) If you forgst to take Dlapride-M c 


Take yc:.lJ ~ with your next meal. Do not !Dke a d~ut:!e dose to make up for th!!' 

forgotten d"d'Mual dose. 


4, POSSIBLE SIDE EFFECT 

Wke a~ rnr.......ir~, Diapride-M-can ha'le sIdI-~ 


-"""'- ·.~ ax:Asa rWte(!Ne brood-sugar-;owerlng itdbn oJ~ ~cq'"",:=-
may alsv be !"C'_!ooUed. 
PoIIIt'e~cf hypogtycaela r~~~;:x!5" -_;e- ·Z..:.il:ll,"'~ ~ 
sleepine~, $;rdered sleep, f~, ~~ on:as".e::l~. $tfV.es§: MId 
reactlons,d~C&"Sion, conflJ'i,\On, d~llyr"~~W"(It!'.""Cfl~bu, .".Jt4lo.s.o!1l'~, ~r, 
pafeses,~osrufbancel..~~:cssd.~ddIirun., ctn!:btaICOfl'o'l.O!sI:;~, 
sc.lfilOH!l .... . idp.; ." ~uct'CO and ~g coma,'SIlaltow resp/Ia'don lind slow ne.alt 
~(~). In~. MO~~: 
~d!..~~P::r ~ "O'!X?Jr'!TiJte(tad1ycardla),hypertc~,pa~, .anqitlt 

~o!o""~t-~ 

~c:.1I3 OICII"rl!!a i! 9.'P.f1! ~ Cadc mav resemb~e that of a str:~ TI".e- $"i-~ 


;t-,~~rc:-IJ~~IiIf:'el";"7l9!ycaemfa iscorreded. 


-~ 
Soole~~~: .c.a:d!Ion calfedlactic ocidosis(excess cir...: sXl 
'fD~,~~ ~ OlO.e"(S" are not woriUng prcp-"...rty.~· ~ 
r~ cold Of ~;~~ ~r<iU5ea or vomiting, abdomlrut p....~~ 
~~OI~~r : ,..~~encesomeoftt1ese~.;ns.~~ 
Diapride- .... -!.":d(O:'S:_ ~ ~ - - ';;:_ately. 

-~ 


~a~ ~~ :... :=~... ~emporary visuallmpa;I"TIi!E:nt ;:"ilf-x:t::.l =_.0 ::1!! 

d"oI:~ blOC" ~~ 

. 0Jqesttv!rtad; 

Occasionally, gMb"Qr'::::xr..? tr.n;toms may occur, nlOR ~~'('.'"..:. -tI..rn; ~- -r 

therapy and resolve ~l in most cases: 

nausea, vomiting, se::sotxns: of pressure or fullness in the epigaso'ium, "atuienO!, 


~~o;;'=:~~~e~~:ee.;~muy increase. In lSofilted cases, impairment of liver 

J\txtuI (I:.g. w;th d"lctestBsls and )?"...:rQ:e) a-,d ~titis may deve!op, pcsslbly leadir.g 

1'J)....,.B.n. 

- :I!oIot 
~c:~ II the blood picture ~, o.::::r:-~ =-":--~?".....:.. ~ 
,,-~~humaolyticanaemla, er-:-:"(i'"":':I!!:F.: , ~~ 
acd-~,~ia (e.g, due to myelos.w~ -===-~L~ • 'I£r?' 
SU ~.$ Qn be observed. Therefore, ser..." S'i"": ~_ ~~-t..~ ~ 
-~ 
(A.-mg ,..j(.(j cI the treatment, some patients 10.:1 ~ :t:,.• .:::£...-=xr.::t r:~ ; 

tast!-,....t.idtusuallyresolvespontaneouW. OCas:i:roL. ~:s~~.5 

rr.a', oc.:tIr, e.g. in the form of itdllng, urticari a C( r!:Shes. Su:t ~£rS.m..",; be d, b~ 

also rr.,ay become more seriOus and may be ao.:unp.~,- ~: :-.. :l'D" C8 !!."d ./I f'atI irJ, 1;):ood 

pressu-e, sometimes plogres.sing to shock. If urtIaf'.!I o:c:n- ! ;r~ must be ncdfied 

immed13teiy. 

In isolated cases, a decrease in serum sodium, inftiWrll\!tlCtl ci tud 'f"eS..G'!is (a Uerg~ VOSOJlitis) 

and hyperseositivlty of the skin to light may oexur. S~ same a~ effed;S (e.g. ~·.-ere 


hypogtycaemia, certain cha~~' the btocd pictl..!re, sev~ ,~~C ~~~ 

cr live'Iabc)"ll&' 1A3~a.~~~~ l5~"
¥- - _~ ::.c.:x=:r.!:. - ':-- ~ ~...:!!.'!r: ' - - ' 

W"!T_>;!;;iO"'; ,:~.ar",; Mt'".:r. a ~.,v..r.a ~S-~. i- r~ - "'CI:::!! .s". ~ r;Q 
.:.l .'7le'rtcrrtd • j'.!S le.ajet, ptuse rr.fofl'l your oooor or pBarrr.adst, 

5. HOW TO STORE OIAPRIDE~M·, 
K~ aJt C!!r.treild1 'ndsl{l~o1ci11!1ren. 
Storobtfa.... 30"C. 

Oor.otLBe afl.ett:heex~lYd~te pmted Q;"l h bister lM the carton. 


6. FURTHER INFORMATION 
s a· What Dlaprlde-M cont!':ls 


Diapride~M. film COilted tabiE:ts are provided in packs of JO tablets each tablet contains 

SOO mg Metformln Hydr-od'*:ride and 2 mg Gllmepiride. It also contains povidone, lactose, 

sodium starch g1y(cl3te. ::rystalline cellulOse, crospovidone, magnesium stearate, 

hypromellose, tlmnll.lln cIICIQ1e, rr-~crogoI . 


b- What Dlaprlde-"" t:dai lib! and cQ(ltents of the pad<. 

Diapride-M'" fl:m c:ce::;:C" t!tM!!:s are available in packs of 30, 


c' Marketing au~ ""I;.'Ider dnd manufacturer 

Dar AI Dawa, Na'ur- Joro;!:::. 

Tel. (+962 6) 57 V ~l 
:- - ( "''96.?5 :;; P "P6 

This is a r(1edit:Orr1t?n/ 

•fo/lt?dicomen! is a producr wh;'ch aHl?cu 'fow ~'t ere ""3 ::o...--rr.Jl'T'.won contra ry roinstruCfr:'/'i'! IS dongerous for you. 

· Fof/ow sulclly the doctors prescriprioo, lhe m~choc c.f ~~ dlt' mstruaions 0' the phortrnlci!r who lOfd you the medicament 

•Thedoctor ana' [he pharmacis f are expem in m~;G.~ (. a :JI!:"~ts and irs risks. 
•Do nor, by yourself,inrerrvpt theperiod of rrecrm:!i i .7~· =~1. 
•Do nOI repeol fhe sameprescr;prion w;rhcur~ '"'9p..f -=!'JCfor. 

Od9~IJIo 
Keep med;CGo-~ otJl of reach ofchildren I Manufactured by DarAI DaWQ, Na 'ur· Jordan411 7369100 o DarAIDawa 
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