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Cwttbau.th N 1 

CC umnrowNwhntiajiub autuairiwrib 
2019 ratlyiliwtib hrlitibu 0 10 > - h faint 31 -1, hpwilwit 

QLt 

CUBLIUSUbh cutrumbsnhaeut un-nuurnu<nt ,ra-eut tw-uururnhreenrcu 

MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA 

CC titittib2wb 

ri-bri.bPh albSU.LiUtC1PU1J8LJtLt CiNuusuq-br 

Certificate of registration 

(1-brth wbitwbnuin / Name of the medicinal product 

/ Strength 

/ Pharmaceutical form 

4.04 pLurtturmtuunuprifi hwuubrihwtintri wtattutinuln 

puln.wri.pwwwripbpb hualnbri.hwtmin wb4tubrailtibp2 b. ribrpiwitibpn / 

Common name of the active substance or Common names and strengths of the 

active substances 

ckurabrawilnpnulD, rannwplithub alxn / Packaging, presentation 

albini.ubbnipitub chwalbinu / Shelf life 

wbuwbn 0.1wpri.m. l4ipwrtdwb, wbuzubtupnistwliwb) / Type of the 

medicinal product (human, veterinary) 

Cwjtn wbuullill (ontighbuk, Libpwriwwqraiwb, hndbnaiwpwjlita, pnwwliwti, 

nwritinwlitririll a Luliti) / Type of the application (original, generic, homeopathic, 

herbal, radioactive and etc.) 



awaliwcitipu / ATC code 

Libpwntkutt nutiti / Route of Administration 

Pwg tangtalwta liwpcitutai6wlin (rihrimanntluwihtt, ribriwinntluwilltilhuliting 

writutig 4hr -tutu-maul-I) / Legal status for supply (prescription,prescription/under 

control, OTC) 

wpwwri.pwliwt, qnpeintliawgnal tibpgriwtttlyth prunp wpwwri.pnribbian 

(wlitiwtanuf, qtrialbint 	/ All manufacturing sites involved in the medicinal 

product manufacturing process (name, location) 

ilbripph wbulluliwti cpwligiftuti huntwuwwciph tipw4wwbpn 

qtrititibint itittip) / Registration certificate holder (name, location) 

'9-pwtigtiwtt wiluwialulg (op, wtibu, trwupbraht / Date of registration (day, month, 

year) 

pwtigüwU nbrawgwilwrign (ntalhwtintp, wwpqbgttwo) / Registration procedure 

(standard, simplified) 

1-1.hpwcwwttgi1wt, wauwrahttli (op, wdliu, mwphrehto / Date of reregistration (day, 

month, year) 

(1-brIbph wbumliwtt cpwtigtiwb hattputriwqpii chwilibuth bpliwpwticylwtt 

waiwiatittp (op, wqw, uflupbrahtl) / Date of renewal of certificate (day, month, year) 

Cbtncputtlgnulwihtt tilitintuntpiwti hwutriwualtutt wthiwpfuln (op, wilhu, 

tnwribiatuD / Date of postregistration change approval (day, month, year) 

uibmwl{wb gptutigikuti huntwuwwqphqnpbnqniajwtz duallibut witwpinn 

(op, tutihu, tnwphiatal) / Expiry date of registration (day, month, year) 

wbtriwlituti gfiwbgtitutt htutiwuwwqpb hpwittuutpnpu wpwawrIpilnwl t 

ri.hrt hwuu -twuntith wnw2ttwiliti U. (limp wptriwptitt i4iwrabiau, u4anw1rn,  Pd21-itu1iwt,  

lflipwndwti haubpbt., hpwhwtign (ribrth glighwtintri ptintrawo rbrin) Ii. oquiwcnpatiwt, 

hpwhwtagn (tthpritiplabpratilip) / 



Approved inner and(or) outer packages, label, summary of product characteristics, 

package leaflet (in Armenian language) are provided to the registration certificate holder. 

Unnutuultuhnitaiwta tiwiuwpwp/ Minister of Health of the Republic of Armenia 

Ubni.bn, uiqquitinain, umnpwqpnirajmbll / 

Name, Surname, signature 



Curdbplwa N 2 

CC wrInfl2wwwhntrajwb burfuwpwpp 

2019 jatijambp hrubpu « 10 > - h ppd.  31 	hpuldwbb 

9-bribpp qprui  bgwdwinjwbp àLth ru. dj.updwb bwpqn 

1. 1-bribpp qpwbgwdwuijulun (wjundibm' qpwbgwdwuijwb) 	Cluiwumwbri 

CLubpwwbtnntrajnarnal opbbpn4 uwhdwtalwa liwpqrat qpwbgnal innwgwa n.bribph 

nbqpurnp t: 

2. cl-pwbgwdurtnjwbn ujurprabwilnal t n.bribpp ulbunubwb qprubgthub hualpumwqpp 

pripp wdjwjtib, fitiMbu  taut,. ribrip wnw2taujhb 11. (Lpud) wranwpbb 4 1 wrablan, 

utuuulin, pr-521./w1p.ub Itpwndwb huribpbb hpwhtubqn (ribrth nbri.hw'Unt.p 

pbrujawqfpn) 11. oqwwqnpadwb hpwhwbqn (bbprjhplabpjahn): 

3. cl-purbgwthump.ubp @Taub ulturnwutuwbwumeu hwbri.puwbnal t «liburn.bribbnu 

tdbl. cl-wpptibuw'up 	Lutajwb 	ri.bribpP 	pd2ljurtjurb 	uthl-ubninqpwbbpp 

tripawgrunwliwb Lint:Tutu> *alb puld -bbtrippwliwb nblibprujajnibn: 

4. cl-purbgwduanjwbn LIwpdpul t  hugbpbb a wbqippbb jbqrabbrual tiblitnpnbwkib 

inwppbpwlind.: 

5. Crujwutriwtth 	Cwbpwujbuini.jajurb 	wunn2wwwhni.jajwb 	burtuwpwpnuaindin 

(wjurnhbui 	burl-uwpwrinuajnar) 	wwwhrulnul 	t 	qpwbgurdwrniwbb 

hpwwwpwburjbmrajndin bwkiwpwpw.rajual up.u2tnnbwbwb pbuthpbbrnwjpb 

1.1wjDnui' qpwbgdwb hunbmuunug.ppn wpwdwqrthirug hbuin wnwilbiwq.nybn 5 

optlw nbrawgpnid: 

6. cl-pwbgtudwuuw'Unal bbruundpul Kr bath huatwumwqpp tibpwalflubbpuinal 

iumhwb2nq hbulqinutignufwbb gindinfunrjainakbpp LibinupbpjwL wUjwjUbp 

rl.pwbg hwinnwindwb dbpwpbpjwi linnuwwwhnirajwb burfutupwrip hpwdwbb 

rlidt db2 duarbinig hbuin 5 optlw Ebtawgpnuf 112b1n4 ttnnlini -untrapith ulbuin U. 

hpwawbli pbri.nititlwb uniuwrahtin: 



7. citnutigwilLutnjwt.mul U2itrnd  bti tatult ithpwcipwbgdwta It huntwumwciph duallibtrth 

bpliwpwagdwil tkuuht, hpitaiwtibbpnal 1,21.twa intlimphpn, wjr hpwtitutitibra, mkt 

Lib2 thritakni. uphlig dbl.{ w2I-uumwtapwitit, optitu pbrawgnnal: 

8. 9-pwbgunkutnjuitmul t.,24m11 t  tiwu. q.bnji craubgnuill 

Libritupbriiwi hpullitubbbpnid bap& wUJwbhp , w.lrl- hilwifwbbbriti 

mkt tib2 iluibbini. apihhg dbl./ w21-uwtriwtapuita, °Nu, nti rawgpnul: 

9. 9-pwbgrutin, Orwqriwtignain, huatwumwqpb dwaibut brap.upwagnuin rud -D 

Linpgpwa 6wliwihim. ithiflupbrituL Unnutuumhnirajuit, taul -uwpulph hpwatubb ni.dt 

db2 &Makin u..mhbg qbqp htutainvi t  ciputhguniwtnjualig: 



Cuaktpa N 3 

CC wnnuwwwhnirapb btutuLupwrib 

2019 tattLubwbh hnitihu « 1O - faki.  31 -1, hpwdwbh 

4UP9- 

rl-brIUSI1U-Uflt-L, L111-U1J5 	 rl-brtbit hiliPbfIbb 

nrnurn rat rwu Lthrutuarut 

1. clilnilpti Lunwbg n.bnunnmluh pwg rant -it/Ling ri.iltibpp rpubta uiwinliwbilthrwapb 

npn2Liwb cluniwtpli hw2LIII bti wntatnal 11-brlh Puillwil-rwumuPP(bP)11 

 hunnipwajnibbilpn, gilt bhpwndLub grugnnibilpn, wnunktugnyti tThwtaluici 

gilrmunfin, LunwL1ilpqrajb opLubwb gilnwiwirtn, gilt -pain, Linutaillawitnpnaln, 

utanwlptinpnaln, gbrib Lbwrailranul LThwt.Inpbilph npn Lqbanp t 

htudwwwwwul-uwbh lituttuwwiluting pnixMwb uthnt -p.raptin: 

2. 11-brptnntlun4 Lpd wnwbg gilnwinndub gilnilph FuLipilphtJ upinbwbilainLrap.ub 

npnalLub dwautpli hhtlp bti tultlitatrad «rl-briilph L/Luuhb» CLuputniulth 

CwbpunuilLnnuapb ophbph 16-pq hnt -plwah 	Liwung uwhiltutalwa gillupilpC 

qtawhwinbing wnwtig Pd2 1ill hullnrinirapti uiLughilllinh wnnunLiambn 

ljwd wbrannwit LibLuuilini hwinlintraineun' num hilt.nlipLgntgwbh2bilph. 

1) wann2mRput, hwdwp nurplih LlyptiqJognun hwpwpilpwlignLiajnain, 

2) wrInryniapta hwtkup wtinuirpbh LtunutagJognan hwraupilpwlontrainain, 

3) unpnnrat 	lintyllig h 	LunnunLiapti 	LifilSwbh 	htiptpcibwhwunlwb 

4) rihrt 1. - 61121.n lihpuintiwb Lttnwtign U. hilLnluubpbilpn, 

5) uupnnt hwdwp inbriilliwunitwapb wnwlitanuhwwlintrainaltailpn: 

3. (brawl* LI.Lnwbgn (wtxpLI 6112w' bhpwrulwb hpwhwtaght, hwilwwwwwufuwb 

ownwcinpaLiwb giluipnal wnlitu Liumbqn), num hiluillpt u-abwittilph' 

1) ranatwitintrainain. qbrij ujbui t  nibilbw gwap ntIghwbrap fambwitinippb 

gragwbh2bilp, Lquirpiambwitingap'u, crilbwrambwitunrapti bLuLl pwrobbftwohb 

hwirtlinLiajnakilph pwgiubwinLiajnal, 



2) wit rThrthph hbin 	 whirip t pwgwliwih twit' Itpummiainiti 

nalhgnq wit ribribph hbul wranwhwiingiub wbgwtAjwjJi linqiuwIth 

wqri.hgrutainiti wnw2wgtarn thrtauqq.bgnipinaill, 

3) linnilbwIth bplinillabbpll. uibuip t lltuThuitinip uinitirutiiughwinuS nbritu2wi4ihg 

liwfugwb plop bruguwlifl wqr-thgrupinaibbph npulinptiwb gunutign 

huh nbrimwillfig wiLwju ru.p2 ltruidbwith wqrl.hgrapinititibph 

ginwbcill' bilillqwcingb, 

4) 4wwbq 	ti4wqbgdwtiU 	ni.ftq4wb tih2ngtunnultibph 	ahnbuiptitiwb 

	

htiwpiugnpmiainitill (oplitaulf uwht1wtwtiw1bin 	I 1 Pfl2Wtlh ntiutth futiPh 

linrighg qbriji octunuctnpanuill), 

5) qbnj hwdhdwwwt.iwU wti4wwtiqnqajnit.ib witlltimpwbpwiliti pnichlwb 

dhpnrilibph tapinnifunip: 

4. Utinumiulth tlyiwbgll, 	 wtiquai 6h2ui' lihrtundwb hpulhwbglib 

hwilwwwwwulutub oginwegmbikuti ribuipnui wnliw gunubcti t, bpp 

tufuinwhh2tibph ahpU.wgdwti wprtinitipnui pnrtwilLpinui t pd -21.pu1twb octimiainiti It 

hultranainiti quihultl2nrt hliguitirpoiratin, quilting hull bilwqbgbbing pructilwb 

wpriirabwithinnqairutill: lainumwith ginwbcill grin/apt, nail; but will ributptipntil, 

bpp ti.brth twitiwbwgwt Ii. hi.u6wruwi4i lilmwnnulll ilbowgbruil t rtpw tiljwindwdp 

quipciugikuti htiwpwilnprulairlitin, htqwbu tiwht, bpp 

npji pbraltwgdwb hiudwp I.4pwri4nui t  rtbrill, hwtirthuwbniil t  4444 

npntip utiughbtanll gi hjwrinq 

bbnipnyti wfuumpn2b1.: 

5. 11-brill album t buituwinbuilwa thbh witniihuh hhtlintirpiraiwti libutatipnuhawb 

hunkup, nph *Ault, llbiawgpll, wrinnwtilvtabph inhruptiainaill, rtiflutig 

4bpuhjunaI Ii. hbuiliwbpbbpll uutumnrill Liming t htipbrapruiti qbwhwu-ibC 

pwgwnhing wjti UJiówhn,  npll taliub t  wnwtig ribrtwinntiuh uniting ribrifi lihinundwb 

nph pruthlwb huniwp ingiwt rtbrill gniggwa 

6. il-brill lh wpnq riwuitbt wnwbg rthriumintiuli wining nbribph 2t.upphb ÜU& ating 

hiultwgnignaltkpli, 	tiwuwqqrnwgnuThhp 	Ljwd 	ihnruwgilbgniiaintlibbph 

iunliwintiajwb rIbuinnui, npnhll dbbwgbnuf bb Ott ni €h21 11  tpwndwb gunutiqll: 



7. Unwbg rtbritutnnduh wining 00 wnnn2ntraindrn tibwubint titnwbgE whiny t 114 

wbb2wb, wbctwd, blab utqwwirm oquiwqnpanul t nbrin WJTJ gragdwa ithbbipt 

rtbumnal, wd.bui bpUtupwuth., pwb 11w2lutu4nratwZr chudwbwiiwhwtndwab t, 

uwhdwbduthrhg pwpap rtbrimumhbpntl, Utud, bpp uttiwnnrib ra2wnpnuatrub 

nwpapkinutuwqqrn2wgnulbbphb 11 hwqwgragnuRibphb: 

8. Mwghbbtnbbph tlbatudwubntrajwb Unndhg uhmq Lawwndwb wprunawntd ninth 

Ittnwtictll wnnuntrajwb hwdwp qtauhwutbint thutitubw4 wbhptudb2tn t htuath 

tuntbi bppitt wpawbwctintwo rtbrth ujuwi  IthpwndwIr pninp rtbumbpn: UbUtuhr 

hw6whiut1{urbruTaina4ig, ripurbg wnliwintraintbn 	t hwbrthuwbnal rtbrin wnwbg 

nbriwuintluh writing nbribph 2wpphb irtwubint hurdwp: 

9. cl-bnutbjnnabph rtbriwpwbuiliwb wUmhzirwaiwb U. (Uwd) lingdbuiLat wsqbgrataiwt, 

hbtnwqw nturairmuhpnuaintblibph wbhpwdb2tnntr3iwb npnalluti htudwp hhdp 

hwtrnhuwbrun rtbrth Uhpwndurb uwhawburthwil *ripen' bpp rtbrtu wnw2ht., wbcpti 

crpw'ugtintd ljwd cpwbgtipul t bnp qragnprIntd, ribrimwth, Uhpwndwb nut, 

grngntd: Uju rtbwRnul npn2nul Liwjwgbbint hwdwp hw2tifi bb wrilittrad wit 

bplipbbpnal Ott Uhpwndwb timpan U. wbd.triwbcpuramb hbulqpwbgnuituitib 

rthunuplinulbbph wprundtpbbpD: cl-pwtigtiwZrhg thnpp nbriwluntibph Lamwndwb 

dualwbwli wbuip t  htnibunippbb np wiIjw rtbrmwthh nktuntd utwhapbttrad 

wprumbwttbuingaindtp: 

10. 11-brill wnwbg rtbrtuannduh tnpting rtbribph 2wpphb rtwubipt npn2ntdb 

EUrtruhtinui intpwwbsrup rtbrth wbuiwiturb qpwbgdwb durdwbwIt: 

11.(1-brth pwg pnribtiwb Liwpqw6w1Th tibputhwidwb hwdwp huritnntl.  1wpnq t Oak 

dhwiti rtbrth qpwbgdwb hwttwutnwq.ph hpuntwtribpll' bbpipmwgbbintl hbudiJwl. 

tridjultbbrin. 

1) durprtliwbg 	Li. 	L4btu}wt41tJhp 	Upw 	Lputnwptituo 	thnpawptinalbph 

wprumbpbbpn, 	npnbp 	tiliwynd 	bb 	gwbp 	rarabwitmtrainarn, 

uttnnturambwfuntrajwb, 	pwrisLihriwbliti 	hwtntingairnblibph 	It 

cibbwrarattwbraraiwb pwgwilwintraindra, 

2) npulbu nbritutnnduwjhb rtbri wriuttwqb 5 tnwralw 14hpwn1wb thnpan, 



3) ribrill Lilipwrzwb uwwnnritibph rahtth, chirratpri.wqpwliwb tnibuittibr 

lippwndwb gragnaubpg, rihriwiwthbp11, 

4) ribrth wbdunutignipiwti hbwqpwtignalwitt rilanwplitfwb wprundiptibpn, 

libpwrijaqqpwtwtinqajwb untiwitibpn, 

5) rtbribph tbri[uwqri.bgntiajwil 

6) ri.brib 	uhnul. 	Opwrthiwb, 	bwruwwbugwahg 	bpliwp 

cibpri.hrmwgidwb hbuthwliptibpg, 

7) gnignathpnal, 	qbqWwLj1bpflLd tbratinfungainathhph thudwtiwlj gbrib 

itipwntlwti utnrintrajw1.1 hhiltiwdripmabpn: 

12. 	cl-bgh pwg ramitidwt, liwpqw06wIt LIbpwbwidwia hwdwp hwp.nil U. LIN 

Lbww.nwiatuabpll htirawplignal htz tfinpawptilintiajwil 	It hwt.1wwwwwutuwt, 

npn2n1ni nthindatrad t  Cwjwuumbh Cwtipwaibtrini.rajwt, 
	

liwnwttwpmfaiwt, 

Linridbg 2019 ratiwt.iwit ifibuiptlyuph 28-hti nturitiduth 	npnalwilp 

hwumwuntwa liwpqn4 hhincipwbgnitiwta, 	tfintbritunirairabbbph 
	

hwdwp 

uwhdwlaiwo nbratuguiliw pqh hwawawita: 



«CUSUUSUbh <utrualbsnttrasnrcunrurl-brIbrh albSlikins cl-PUL51JU1J cut-musty-4rib Qbt-LC, q-rubsuuussuun 2bt-le 

Lturu-ut Liurc-e, rl-brIUSIIIJUI14, U.11-U1J8 rl-brI.U.S1115Uh brLbPh 1-uUPbInh1i rIbrth fnust-lutbunnttraeut nrmuut rm. 

rl-PLi t-LbPULUBUUL, t-turq-e cu.ususbint b4 CUSULUSULh CULPU'IlbSilhfaeLli un-nruzurriu<nttra-sut LUIDUPLIPh 2006 

rat-Lutiuth 0bSPLI.U.Ph 7-h N 123-b CPWRIbb ratd-e tinn8rw3 zSLIbUQbLflN. MIUMJ» 

unnrumenucnitresub TALluUPUP11 cruuuth 

IALFullq-trh 4bPIIPbP8UL USUSLLUU tmsnemmeannaibbrti b4 1111-URUPtinhidenhtbbPh 

lintuplingapubduntupuplingapub 
hbrifitnulio (qptwo& utptugthuti 
unfuugajule, qpnqapub hunhapp) 

Limuplimpitub, writupaplimpitub 
pnttlitnpulingaingbp 

bqpiulpugntiaindi 

«Cwiwwnwbh 	Clubpwwhinntiajruhnuf 	rihribph tiriw2wArniajnibb ubrisatalbL t: 
lnujuwqemul 	bunnuiptibi 	t 

whinwliwb 	qpwbgtiwb 	huntwuthwcipb 	all11, 

gruubsguidwu-tiwbh 	alp 	It 	tiwpilwb 	liwpcip. , 

rthrputnntfung, 	wnwbg 	rtbritumraluh 	ri.bribph 

halphphb Orb uiwuiliwbbilingajwti npn2tiwb rn 

hwthuulunnwu[uwb thmfinFuntrajnar 

CC wpri.wpwriunnnuaiwt, bw[uwpwprnrajniti ri.pw tibpwbwjawb liwpqa hwuunuuttni, hbiwbu 
(02.05.2019ra. 144 05/14/9398-19 qpntrainW) 

bwh. 	<wivannwbh 	Cwbpwwhinntiajwb 

wnruvwuiwhntiajwb hwl -uwpwph 2006 raquiliwbh 

tphuiptiwph 7-h N 123-b hpunlwbb mit linpgpwa 

6dUwihipt. 	tIwuhliD 	Unnuwanuhntiajwb 

Inutuwpwph hpualwbh bwimuqbh N 2 hwttbutwbh 



Ii. 9-1111. Libuthpnal «ttwfuwpwpnLiajwn 

hpaulwbbhp» taul -uwwbung r-Lpnwatabpti 

wlihpwckb2tn t  tinpwbuube hw2Ltb Luntiknit 

«rl-brinph auuht,» opbtiph hnq4wb ii. C< 

liwnwLiwpmpjLub 2019 raitwnwtt i4ibwp4wp 28- 

N 162:6 npn2L1Lub ripnwatibpn, blipinu buil]. wit, 

hwticimtlwbpa, np «hpwthubn)) ifluntiatqw 

npn2nuiubp liwJwgtakm hpwiltuuntiajnai nalbgnri 

Lut4 LiwnwIlLupiwnwt, U. LiwpgwrIpLutiLut, pbnLira 

nitingnri, uiwpwwribp niumwpilwt, bbiawliw 

hpitatwnwt, tamp EnbuLun t, IL 

tfluluwpwriniraintba hpualwbbbp 	h  liwpnq 

wpwIi h1: 



chututa.nrnmi 

«<U31.11.1SUbh cubrunbsnttra-snKuntim-  %VIVI+ qlbS11.4111, q-PUTAUUL 
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