Ursu4sni6e3UuL MUucSMULNR3UL <ULaLUININY
GLUdNr 2ULSARUP

Cwywunwuh <wupwwbwnnieiniu, 0010, p. Gpluwy, Shapwt UkS 4, htn.' (+374 60) 830 840, (+374 60) 830 850
El-thnuwin' info@competition.am, bp Yuip' //www.competition.am

«QZ?» (‘927 2052‘28.
No M?;fJA

«E2UUL3NARPY HUNU» UULKUULUDPUY
MUSUUULUSYNRE3UUPR LLUBMNRE3UL SLONEL
Shupl EMhSU PUMUSEL3ULPL

(hwughb’ p. Gplwl, Undhwnwup w., 7. 44, pu. 72)

<wngbiih’ whyhtu bupwjbywl,

Yhg nuwpyynid B Upgwlgnipjwt  wwonwwuniypjwt  hwuduwdnnnyh
Uwhiwqwhht dwdwuwlwynp hnfuwphunnh 2022 pwlwuh ognuwnnuh 17-h ghy 192-U
hpwdwuh wwwtup b 2022 pdwlwuh ognuwnnuh 19-h «thinwugdwu wpryntupubinh
ybpwpbpjwp» rhy 192 wpdwuwgpnieniup:

Unnpp' «13» pplippe:

curquLend’ é&/& UTNS LULUL3UL

Ywipwpnn' Updatnihh Gwnlinujwt
Ubpwpblupng dpgwlignipyut Yepwhulynnnipyut Jupsniynit
Cbn. (+374 60) 830-840 (245)

competition.am Yujpnid hpwwwpwldwi opp' 20 hnlwnbkdptph 2022 pYwlwi:



Quifbjjws 2
Ungulgnipjuu
wwymnyuwlinipjw hwbduwdnnnyh
‘2021 pywlwlh hniuhuh 8-h
rrhy 87-UL npnadwil

Ursuusnh@3utu MUTSMULNrESUL ULALUTNTINY
urauuusrnr@3nhu N 777

<Uubh2 LU UL UMM3NhLLLENh UBNUREM3UL

2t Z’L//// /,/j, /7,24.1//// 4//&2(&/7" iwﬁﬂ"*' oy Mo 75_.11,/ DL UlioBsesl’

(huhhé qanLS hpmuuﬁwgbnq Lu'ubh huu‘ﬁg quntd hnw'.{mbl.ughblm L{hpwpbmm[ hpuuwhnuj hzq,ué nywilubnp) e

Z/U/ Z/”/ j7w’1/ ///@m[uJ LLL&///,LU nﬂ'u/?u@(‘&bé} ’C/L 7/7/Lﬂ,b¥w// P 001l eecpertd

v fuﬂhg o,‘UnuJ hnuuql.uhughnq Luléﬁh hufrg qunid hpLuL;wbunh(h[m dbpwpbipjwi hpwdwunw UzL{JfS LnLhuu[U’épn) v

Ynndhg Upgulgnipjwt wwonwwnipjwl hwudtwdnnnyh twfuwgwhh «7P «Gueseely 2028p. NA77-¢¢
hpwdwuh' hhdw Ypw

zc,«xlwéir p.e 1/ ,gwc 5 72/2 ; '/(/mw/n&/p/?xfw&é &/ﬂ/f uuu/a/ 1%?’ ol 72 p24520¢ )

(mhm%umqunq untpy blmh Lum{u.:ﬂnmg) v huﬂjghh <l wnqi.ujmmwh qhmgntd hbn, hwdwpp)
4
dnun 7/ Z‘&éllﬁ //ﬁabb\ ppw[,/f/ Vi 5 /// Aa/z// ’/f/- " /’J Nz U/ﬁ//é@(‘fggt
(huljhs quuwl h‘flwwum.:wﬂd,uﬁ L{w]pg) £ ¥

hpwlwuwgybkg hulhs gunud:

Lulhs quLu‘u LunanLUQUbn
Vlbé/u’ uToLE uu,n/uu/z(ﬁnug f/(f/)l/x[ {/ﬂ/ru//n (7 //u L Lo /QO@’/)OZ/& €05y
L2 M}c,u/()u fuﬂ,u’ ﬂ[ﬂ?ri 7/247;9/!«:17 (;Lﬂpl}/ ? s/fu’ux; ﬂ/ﬂwlﬁuw
i ﬂj’?)/L ULHUJJ. ~ fﬁl/l,ﬂb/ uiﬂ/écu /{/)7/ uo/;/li//fl !
i 244 <5 7&;/;1 KO‘(/(* M> TCU/CL/C{[ 4(/_‘/ z@/”& /7 I/TGC//?,F Ziu[ /),/a_f,b/;7 ZLﬁ é
ij‘// Wbl ey prenwdids, C
Thubly efiGeds gln fudgii)ied  nleg). n/u)fu.u Sdewepdflo §  AZ 000
% 77 17 77 R a7 =
{UU,UU:OM/LU ’f//uui/uuj ) 477/ ﬂfuﬂiz)‘
/@ QLILLJ\!/(UUMJJJJ /(///u// 'w(;'uhl 7»{11!&0/1} um:.llllau(.iéé, (///"4/1«0/77/21/%’;/&(?/5

N —_—

— —




<uljhs qudwl pupwgpnid whuwdwjuwagpnd _ A A’uuﬁ.vu/fau welb
Y (dwbwguty £, sh hpwluitlugtby”

Culhs qudwt ppwgpnud [nwwlwpwhwunid /,,Lu,,/ujj/? g/l &
" (hnwbGuwgib &, sF hritolwbugy)

Culhs quiwl pupwgpnwt Yhpwnywé nkuwulwpwhwunn Ywd nuwbupwhwunn dhongubinh yepwpbingwg
nyjwiubpp (nbuwlp, dwuhhp_ﬂ L dnqhm) . 7
Cadng sy S 2rt /w /ﬁ Ao, (gwjh//* ﬁézwa/u ret

Upawbwapnigjuup Ygynn (nuwtlwnubp, thwunwenptnp, fEhunpntuwht Yphsubin b (Gud) wy ynuetin’
q//—-/l)//‘l//}ﬂ’j yﬂ/ y /’L/zfl/ /c! 12l /}? 1,(/,',1/ aw&iu»/ // yfﬁ/%f) ////W/’?(ﬂ/eh««/r/

. 7 / gtlnmmuubmunhbnh ﬁwumwramahr( ! bslpnbiughl Uphgubrih, wi nietph pwbuilip pudnAy)
/1 }1/ 9/'/(—/(}'1 ;

Uhtsu wpéwhqummwh qudmdn hulhs qudwup funspunnntint nbwpbpp bW wudhup'

/ 3
ALl
Y/

Culhs quiwy wpryntupnid Yugdybg unyl wpdwbwannieiniup Gpynt oppwlhg:

Sunbuwdwpnn unipnh wtnltuhg wwpwupbbpn Jwéwnnn, wnwpnn wd hwtdlnn, dwnwjniejniuibp
dwuwnnignn Yuwd npudwlwl hwodwnl Yuwnwpnn wud’

<uljhg qudwt pupwgph Ywd wpryniuptinh Yepwptinju|

2nwubd Lumunqmyajmhbbn /’gfxf M / EL s f%{«aﬂ/ @/A&W MM&//&

LU(LU”mnhuJLﬂUJp whdh u;uﬂmrﬁg wlntp, luq:rl_ubnlhg umnpqumpjnmg)

Nubd wnwpynyegniutibin _
. (wjwounnuwinn widh wwywnup, wlnlup, waquniup, unnpwgnpniejniip)

Unwpyniegniuubpp Ygynwd U (wnnhp ___ £9)

Unwgw wpdwlwagnniejwl ophtwyp

(wuwpwnnwwnwn widh wwgwnnbp, wuntup, wqquinilp, unnpugpnienip)

Up&wlwgpnigjwl ophwyp ntinbuwdwnnn unipjlnht shwtgutint LqLumﬁumD
li/‘g/‘//“uf;ud plLizs) ,/ﬁ/ A,U/// ﬁtﬂ,m /j,(Z///n P& ?LV/(/}L///O/Z .

 /
/Z’Z o

Up&wuwagpnieintup Yuadbg (Yuaqdtight)

“Z‘ Ubossdjeidl

{(wbntup, wqquu’umbg;j(xmnpwqpm[aJnLUg) y Za 2T
/‘ e
Y , ) / _/
M - Ndmenlimaesiatt bt er e rF77

(Lu'Uané, mqqm{mhg, uﬁfnpqumrajmhn) J) //

«ﬁ» « (?;4(_,&?/(,/(,4@( // » 20&.4‘&.
Y i -



<UBUUSULP CULPUMGSARGBNRL
UrSUUSNR@3UL MUTSNULNRE3UL CULALUNANUD
LURUGUL

CPUU UL
17 ognuwnuh 2022 pwlwuh N /%- U

<ULP2 GUNRU hPULULUSLELNR ULURL

<hdp punniubn Upguygnipjwt  wwonwwunipjwl  hwudbwdnnndh  (wjunthbn uwl’
Cwuduwdnnny)  wupwpbiupné  dpgwygnuygut - Yepwhuynnnipjw Juipsniejwl wbwnp
wwonnubwlwl wwpunwlwunyegnubpp wwnwnpnn Upbg <ndhwulhujwuh, unyu Jupsniejwu 1-
hu pwduh guwynp Jwutwgbn Upw Upqupjuuh 2022 pwlwuh-ognuwnnuh 16-h phy UNL-
004414 qiynigughpp b nEywdwpybiny «Stunbuwlwt dpgwlignipjwl wwnwwlnieiwl dwuhl»
optiuph 50-pn hnnwdh 1-4-pn dJwubpny b <wuduwdnnnyh 2021 pwlwuh unjdpbph 9-h phy
-327-L npnpdwt Cwybwdh 10-pn Yaunnd'

cryuvusnhyu U

1. <wudtwdnnnyh wupwpbfuhnd dpgwygnpjwt Yepwhulynnnuejw Jupsnigjut  wnwohl
pwdlp guwynp dwutwgbnh dwdwuwlwynp thnfuwphtunn Lwphut UWuwbjwuhu b unyu
Jupsnipjwt  bGpypnpn pwdup wjwg  dwulwgbn Updbunithh - Gwnlnujwtht - wwpwph
puniewaptipp wwpgbnt twywwnwynyg 2022 pwlwuh ognuwnuh 18-hg dhtgl ognuwnnuh 31-U
pulwsd dwdwtwywhwnygwdnud «Epulyynighy dwpd» uwhdwwihwy wwinwufuwbwnynipjwdp
nulybpnipjwtp (hpwywpwuwlwu hwugl' p. Gplwl, Yndhuwuh wnn., 2. 44, pl. 72, Q4L
00246204) wwinywunn p. bplwl, Lwowqunitp 81/1 hwugtinud gnpdnn ninwwnthg wnuyjwaqu day
wbgwd hpwlwuwguly huyps qund® dbnppbipbiny «Swnw$npun 20» («Tadafort 20») nbnp L
nwtyuwptiny  (wuhpwdbpunnugyut nbwpnud  wbuwdwjuwagpbnd)  abnp  pbpdwd  nbinp,
thwpebpywdph ywd wninwhh wpunwpht wkupp, Uipnhp-plpehyp W wninuhh wwpniwyniegyniup:

2. €uljhy qudwu wpryniuputiph Yepwpbnw) wpdwbwgpnipiniup Yugdbng wudhgwubu
~htiwnn quywd wwpwupp Ybpwnwnpdub): s
3. Cwuduwdnnnyph glluwynp pwpuininupht’ wwwhndb] hulyhy gunud - hpwlwlwglbn
“hwdwp wuhpwdbywn Jewpnudubph hpwwtwgnudp:

4. Unyu hpwdwul nidh dbg & dnunwd uinnpugpdwl wwhhg:

guuuLuuudnr enulrbtna - cU3GL LUPUMES3UL

12022 p. ognuwnnuh 17
- bpluwy




GGLSPIU UL
81/1 —

10-08-2213354/ Guwibidumguin 3 -
9-08-221319 509 wlidwuh 3

C—,Unmio'tj@ﬁ[} 1 pULLUL
sl I 1600000 -

dbLpuutpug Winiplyh 6/ 42



BWdWNO  ouusuy
Oy ‘WigoHHsuUmKawody

noRoshuiganendes
WeoUBRY Uy HGU

erndererel In oz

0Z Ldogeiel

VOXhOL0Q0 NOHhOHBLLI
siaLiadyou ‘urLauger ( '




vlAg ‘oddery 4

00 "BULIBLJ e
wewen Iy ual L& B4

bw Qg |yejepel
oZ jJojepej

s18|qeL pajeod w4 (p




- o ———— = -

J8PIOH UORESLULY

UBIDIIYD JO YoBA) BY} 0 IN0 daaYy

4BI| pue jeay woll Aeme deey

o.% 8A0Qe 810} }uoq ebexoed jeuiBuo ey} ul si01g

'88N [BOIPOLU JOJ UOIONISUI pasoue

8U} Ul Pajealpul 8Je UORBJISIUIWDE JO poulsl pue aBeseop au |
‘98N [BJ0 JO4 "61RJPAUOUOI 850108 Suewier) B 0z lyerece
'SUIBIUOQ 18]qB) Peje0d Wl Yoe3 uopysodwio)



WO WEUIABY[E-UG MMM '1180-088 "B1OEO 1 BULSL L0 WUED & diexdsil s.08w yeisr suT

OO WEYABYE-UQIBIOMUI BLhOU "UE WoHuALOOTEH 8 ‘0,0¢ SMIqE oH adALedeunes 1du SuHecy
mxsco\,comnmommwowwa(_am mxwmxmww ‘OEONBUA VOHSLIBHMIMAO 3 ALUHECY

A . ; n l\-

Oy ILO0HHBLTISWOGL MONOBHHLSBNENdED UATHAALOHM oweR eumndl 8 I9HEEENA

Weovey duy Mgy  BYHOHBWMAL QOOOLO U BYEodveT ‘SdLiE BwendL sUT
aueLurostuodl ¥ KuHedesoLlsorf LedTMIOHOW I9e0LIBL LnkdeTo)) ‘euMDRURTRL JINQZ LMKE8T0D

cloHHOMNEdLOKIBd NeUeelg BXLEUQEBL MONhOLIOQO MOHKOHPUL BULISCNOL SBIKE) ‘881200 |






D

bl

I————

)



1bn Al Haytham 0
Pharma. Co,

. S Ve 'm" 2 'ﬁ-v
No 18‘%12004

»[r

, ‘ Ginats,

W heat and light. ‘ % "Dt store abew

SNl Coated Tablets Ibn Al Hay“tham mmcmﬁ:
Sl Bde. No. 4

T »o 8312004 o Pharma. Co : ~,~.-” Lic. No. Wm

f; Tadalaﬁl 26+

= Store in the origna,:

< - Don'tstors a6cys

N ‘ & e,
‘ﬁ' 1" 7 ‘O‘f“t LRI

, PPN N NN
(rif l‘} A"t &

5 "Q \‘1
# nlq'u’n'o‘t.ﬁ ) ‘ ‘

2



Instructions for Medical Use
R0 Fiim-Costes eblets
Trade Tadalafi
NN ,::3';1 Tadatot 20
M

m
Form: Yollow, biconvex, filn- coated tablet, teardrop in
on one S and manufacturer sicoan on the other side

:{8

il

20 Sim-cogted tabket contains: 20 myg 1 aiafl
: Com: Lackse, microcrystaline tolulose, povidone
Sodum_ magnesium stearate, Sodir laury) sufate. Film-

I

Coating:
3e tartazing £1gp

oy
Absoriiton: Tadeta 1 readiy absorbed afler ora admiPISUALN, the megn
maximum piasma concentrabion is achieved at 3 median time of 2 hoyr
afler dosing. The rate and extent of absorption are ot iniuenced by fong
thus the drug may be taken with or wihout food.
mmﬂimwmmmw&'@ma
 distibution is approximately 63 iives. 54% of tadalafil 1 PasTA is boung

to poteins.

344 isoform.

Excrefion: The mean oral dlearance fortadalaf s 2.5 Lh and the mean half

l‘g’ﬁtumlbmmmmmw\dmwmm
~ the urine as inactive metaboites

90 s ndicated for reatment of erectile dysfunction in aduit males.
,j'g‘mﬁbmmiﬁ“mlmmmem chie
dysfuncton, sexual stimaton s 15qurec.
Hypersensitivity to the active substance of to any of the exciplents.

ol tt the W effects of nitrates. Therefore,

ddw!emmaemwmaofgamc

vina occufring during sexual infercourss.
mw(@mm},am

< eontraindicated m patients who have loss of vision in one
o ischemic optic neuropathy {NAION).
mnnecﬁonormlmmprm

» Unstable anging o ang
. Un_mt':‘-ilnd anhythmias k

+The dng .
aye because of non-arteriic an?emf
regardiess of whether this apisode was i
PDES inhibrtor exposure.

Adverse Reactions: ,

. The mest common adverse Tt
congesbon, dyspepsa, back pam,
. Tha uncommon adverse reactions.am t
bured yision, sensations described as eye pain, Bnnitus, tachycardia,
paipetations, hypotansai, hypertension, dyspnoea. ""‘“"", 4

pain. vomitng. reflux, rash, haematura,

conjunctival 4
non-arfentc anterior schaamic opic neuropathy (NAION), retinal vascular
Bxokaliée Sematts, hyperhydrosss (sweating), priapism, pende
haemorthage, haematospermia, facial oadema. sudden candiac death.
~in cinical rials 4ith tadatafl taken on demand for the reatment of erectile
dyshuncton, Ganhosa was reported more kequently in patents over 65
years of ags
B;”;;‘Wmu:

+ Tadaiafi i principally metabolised by CYP3A4, CYP3A4 inhibitors, such
as keloconazole, ritonavir and d\:fy protsase inhibitors, enythromycn,
arithromycin, iraconazobe, and grapefruit uice, should be co-administered
mm“*ﬂmﬂuwnmmm
« The roke of transporters (for examgle. p-glycopeolein) i the disposiion of
tadalafil is not known. Therefore, there is the potential of drug interactions.
tediated by inhibition of transporters. R R

+ Inducers of CYP3A, such as rifampicin, phenobarbital, phenylon, and
carbamazepine, may decrease plasma concentrations of tadalafl.
+ Administration of tadalafil fo patients using any form of organic nitate 's -
contraindicated, at least 48 hours should have elapsed after the lastdose of
tadalafi before nitrate administration is considered and under close medical

« Co-administration of doxazosin and tadalafil increases the blood pressure-
lowering effect of doxazosin. This effect lasts at least 12 hours and may
be symplomatic, including syncope. Therefore, -this combination is not
recommended. These effects were niot reported with alfuzosin or tlamsulosin.
However, caution should be exercised when using tadaiafil with any alpha-
blockers, notably in the elderty, and treatments should be initiated at minimal
dose and progressively adusted. The potential for tadalafi to augment the

ive affects of antihypertensive medicinal products was examined.
Appropriate advice should be given 1o patients regarding a possible
decrease in blood pressure when they are treated with
.Wmmmnwuwmqus
inhibitors. Concomitant use of flocigual with PDES inhibitors, inciuding

tadalafi, & contraindicated. : :
.mmummummdmm




__iaking the drug and consult 2 physician immediately.

" < The daug hes

« When tadalali s administered with theophyline there may Do a smal
increase in heart rate. Although this efect is minor ang was of no dinical
signiicance in this Study, it should be considerad when co-administering
these madicnal products.

«Tadalafl has been demonstraled to produce an increase in the oral
biogvalabiity of ethinvlestradil and terbulaine,

oin coadministration with aleohat (0 *_o\.g: postural  digzness and
orthostatic hypotension ware observed, In some subyects buf were Tt
observed with lower doses of alcohol

‘Warnings and Precautions:

oA medical history and physical examination should be undertaken

is ‘considered.

Prior 1o initiating any freatment for erectle dysfunction. physicians shouid
consider the cardiovascular status of their patierits, since there is 3 degree
of cardiac nisk associated with sexual activty, The evaluabon of erectie
dysfunction shauld Include a determination of polential underlying causes
and the identification of appropriate treatment foliowing an approprate

;pmmmmdmmm@m The pabent
e advised that in case of sudden visuai defect. he should stop

OMdemMmmrwmamemmmﬁ.
Although other fisk factors were present in some cases (Such as age.
diabetes, hyperiension and previous hearing loss history) patients shoukd
be advised 1o siop taking tadaiafi and seek prompt medical attention in the
event of sudden decrease or loss of hearing.

+Due 10 increased tadalafil exposure in renal and hepatic mpaiment.
2 careful individual benefitirisk evaluation shouid be undenaken by the
o Patients who experience erections lasting 4 hours & more shouid be
jnstructad 10 seek immediats medical assistance. The drug should be

" used with caution in patients with anatomical deformation of the penis or in
’ who have conditions which may predispose them 10 priapism (such
) ,Mmm.uhm)-

e tarirazine lake (E102), may cause aliergic reactons
influence on the abilty to drive or U@ machines.

Mhtqudmdmzzmndawwwmaﬂms

.hﬁﬁﬂmm.mmmmmmdmwww

tadalafi before driving or using Machines

‘_‘J-._

il e

Dosage and Administration:

« Etectile dyshunchon 0.2 g

* The recommanded dose & 10 mg taken at lsast 30 minutes prior 1o
Anficipated sexual actvity With or without food. I 10 mg does rot produce
an adaquate affect, 20 MG Might ba tried. The maximum dosa frequency i
once per day

*in patents who antopale 3 frequant use (once daily regimen) the
recommended dose is § G laken onc? 3 03Y & aporonmately the same
time of gay, The dose MAY b4 decreased 10 25 mg once a day based on
individual tolarabiity

+ Dosa adjustments aré Notraqured in eiderly paflents and diabetic patients.
* Dose nis are fot required in paterls with mid 10 moderata
renal L €or patients with savers renal mpairment, 10 mg is the
maximum recommended dose for on-demand treatment and once--day
dosing of tedalafi s not recommended

» Thé recommerided dose for on-demand reatment in hepatic mpairment s
10 mg taken prof fo antipated sexual acivty with or without foog A carefiy
rdividual bensfitinsk evaluation should be undartaken By the prescribing
physician if Drescribed in onca-a-day dosing in necalic impaiment and in
patierts with severe hepatic imparment both for the Teatment of eractile
dysfunction and benign prostatic hyperpiasia, as it has not been svaluated,

Qverdosage: et
In high doses, adverse events were Similar 1 those seen at lower doses.
In cases of overdose, standard supportive measures should be adopted as
required. Haemodialysis contributes negligibly 1o tadalafil slimination,
How Supplied:
Carton pack contains 2 transparent PVCIAJ biisters, 2 fim-coated tablets
097 blister
Storage: Store iihe briginal package. Don't stora apove 30°C. Keep away
from heat and light, )
m O;tt':fn the reach of children.
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