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+ 3arpyska MedDRA & X

Euwe -
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dalins med DRA:l C:\bapmakonagzopMedDRA_24 0_Russian| ... | | MpountaTte dains! | | 3anonHUTE CNPaBOYHUKK
3arpyaka: 100%
l?epcmﬂ: 240 Nokanuzauua: |Russian
| CucTemMHo-opradH... | [pynnoBele TepMK. .. | TepMuHel BepxHer... | [NpeanodytutensH... | TepMuHbl HkHero .. | Mepapxua
HoBaBuTs 4+ & X Eue -
N Ko TepmuHa BepxHero ypoBHA | TepMWH BEPXHErD YPOBHA
1 10000032 HapyweHua npoBoaMMOoCTH (cepaua)
2 10000063 [MaTonornyeckne MaMeHeHs opraHoe DPHOWHOM NONOCTK
3 10000117 OTKNoHeHuA noeeneHua, HKOAP
4 10000135 AHOMAaNBEHAA 3NUMUHALINA ML
5 10000171 AHOMamNEHEIE pednekcsl

1.82.1 toq d3j dzgj dzd j ) (MeDRADY dadSSQr dy judzls O &

1 BB R SHsEdgs Ists ¢ Otc B3P EztséizO HLIAZHS tisoed MO dzj | 2 IsC to
fif tc O9o tsNedioRA

rdzv feshsR@@t O 808 gtcOs Ishw o jtefpdw d W
LOf sdzdgw j Isfpw  djteOtendw (2), Mstslso j siso s h Ow
LOf sdzdg” jIsfqw Hts ftojHY BYlsdlsj dzt desets Isj tedsd dzO. 1}
ditcOterndd L Of tsdzda” j sfqw  Is OF ted yQc s &) dzvis, j tc 63t Bz® Y
9" Hjdzj degdes Bz ftoj HY sylsdlsj dz' descdzslz Is j toc dzd dzlz .

v (5dME0O lsjiddse 5] %] LSOO ddd § & dbdes
fsdm¢ HAdggH MY sjChls fsdMcO (5). 1Mmj dC
Mtstslse jIsMisea zs h PAskw@e dzpYdz" = Y

- CnpaBo4HuK TepmuHos MedDRA & oE X
1y,£laJ'MTk:. Bepcio Euwe -
Bepcua: |25 ~ | Sk |Russian @ |
2 1] |4 soc: V| HLGT: ¥ HLT: V] PT: (V] LLT. ¥
10010449 BpoxaeHHkIe HapyLWeHna opraxa cnyxa (W... TouHsIi nowck:
2 HLT 10010460 BpoxaeHHEIe HaPYLIEHNA HAPYXHOMO yxa 5. Harft nnabet Mowck
PT 10071233 Caasnusarowjan aegopmayinna yxa 6LLT (265) | PT(85) | HLT(10) | HLGT(2) | S
PT 10071232 BhicTynatoume yim
O LLT 10007749 Katapakta nnabetnyeckan
PT 10070612 Cungpom Maitepa-T'opnuxa
= PT 10007749 Katapakra anabetnueckan
PT 10064063 Curopom CHARGE
o9 HLT 10012657 O TansMonorHueckine oCNoXHEHHA CaxapHoro anabeta
PT 10062339 BpoxaeHHas aHOMannA HAPYKHOTO yxa
10012653 OcnoxHeruA caxapHoro anabeta
PT 10054215 BpoxaeHHaA ywHaA puctyna
10014698 SHAOKPUHHBIE HAPYLLEHHA
PT 10036509 MpeaypukynApHasA KUcTa
10027433 Hapyuwerua metabonnama 1 nuraHus
10071232 BeicTynaioume yum 4 9 HLT 10007772 KatapakTel rmasa
10004180 TNonoyxocTe v S 10002693 CTPYKTYPHEIS U AeTeHepaTHBHLIe H3MEHEHHS, OTNOXEHUA neped
10015919 HapyleruA Co CTOPOHEI OprakHa 3peHns
10012596 CaxapHbIi AnabeT, 0CnoXHAWMA bepeMeHHOCTL
10012599 HecaxapHblit guabet
10012601 CaxapHbIii anaber
10012607 CaxapHb it inabeT ¢ HeNoCTATOYHLIM KOHTPONem
10012631 CaxapHbiit ivabeT ¢ rnepoCMONAPHBIM COCTOAHHEM
10012645 [naBeTiyeckan aBTOHOMHAA HefponaTHA

[ dzw CsHdtoso Odad W Bd Hdyd dzim ¢ d = Is § te d3d dzts ®
fisLHOL! / slsCter Is! HSCEdgjdzs cRrRLOjJMjdzdj B daj ) J ¢
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J dzd gztVBEOIDRA.1 Oy Klsdzts fcE $H 5B to Ols ! MdsPRAeRd dif' ts iy dzj
54 Ismwdedi§lf, c Qo0 Uelzy j dedz” 2 t60Odzj §. 1 §sdmltse
Cydd, o' BtcOE' OdgOUus” ¢ 1 asecksIBdpiftf C1j sl s @B dzd y O
sdzdgV j sfqw MlstckzSClkztes?2 Ijtoddddse o djtOtend
jdzv jIsfiqpw  yo j lstsds. 1 b azsfpls fijsj toH3e 2D dz' i)z § gzt B ts
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lted dzOY Olsdd dzO@ Cdesf Sk ¢c[se WntedzO o' BBtO
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& = [KOnuns] femo - papma / okymenrooGoport 8 MPO®, penakuna 2.1 (1C-Mpeanpuamve) Q L O Yy Avmmcrpatop = _ O
3 [= ( | > % \
- J U o ~ ®
Masroe [LlokymeHTs! v hains! Cosmecran pabora Yuer paGouero spemeni HopmaTveHo-CnpasouHan Ynpagnenve npoyeccam Hacrpoiika # DapMaKoHaasop
wichopMaLA anMAHACTPHpOBaHNS
- RU-2021/4534 (Ne 2021-0C5678 ot 13.09.2021) (BHYTpeHHUI1 AOKYMEHT) &
OcHosrioe  Mpouecceiw3agaw  fepenucka  JKypHan nepeaun
3anucaTs 1 3aKpbITh 3anucats OmpasuTs Co38aTs Ha OCHOBAHIN - & MNevars - E28 (R3) Eue -

Ob3op/Overview  PexsmanToVRequisites | M3sewenwe o HP | Suspect adverse reaction report (CIOMS) — Otuer o Gepementoct | Pregnancy Report | Pesomioywn  Bussl | [ononwirensHo | Csnsi | PaBouasi rpynna

CBeaeHHs 0 HexenaTenbHoM peakuym * | flekapcTeenkie cpeaciea | MedDRA | ConyrcTeyioupie 3abonesaris | Arawsies nauuerTa | [isamuca caenerii o HP | MICTowsua (penopTep, mTeparypa)

Tepmune: MedDRA
Fo6asuTs + ¢ x| | Eue
@& = [KONWA flemo - hapma / Joxymentoobopor 8 NPOP, penaiyn 2.1 (1CMpeanpisTie) Q O Dy Amwwrpaop = _ 8 X
| S " 5‘,‘ - /'\
(- 4 4 O
- ‘ l L) 3 ] @
TnaBkoe  [loKyMeHThi U haims  COBMECTHAApaboTa  YueT paGouero Bpemen - npoLeccamm HacTpoiika 1 GapMaKoHAAI0p
WHBODMALIHA AMHRICTRHDOBAHNE
- CnpaBoytuk TepmuHos MedDRA & ox
oK Omvena Eue -
Bepoist 241 - | sl |Russian - | I
s0C W HLGT @ HLT: M PT ¥ LLT: DHYTo NEPeB0
TouHbIi MOHCK
™ ncophas Mowck gHoll SOC) Mowck (anA LLT = PT)
LLT(9) | PT(1) | H.. | HL S.
10028703 Mcopwas Horrei
10028703 Ncophas Horred ]
10027662 VIMMYHHSIE W CER3AHHBIE C HIMA CocTomHR, HKIP
10027665 Vnnaynsie wapywetus, HKIP
10021428 HapYWEHHR CO CTOPOHL! WMMYHHON CHCTEMBI v 10040785 HapyWEHHF CO CTOPOH! KOKH W NI0AKD
10065874 MCOPHATHHECKHE COCTORHMA
10014862 COCTORHUA SMVWIEPMICE M ASPMBI
10040785 HapYWaHIR €O CTOPOHE! KOXM W NOAKCKHOA KNETHaTh v 10040785 HapYWeHHA CO CTOPOHS! KO W NOAKD. .+
Eue
S0C HLGT HLT FT LLT Bepcun
10021428 10027665 10027682 10028703 10028703 241
HapyWeHHA CO CTOPOHL! MMMYHHOIR CHCTEMBI VinmyHeiie Hapywesin, HKOP WMMYHHLIE M CBRIAHHLIE C HIMM COCTORHIA, Mcopwa3 Horred Ncopas Hored
- RU-2021/4534 (Ne 2021-®C5678 ot 13.09.2021) (BHYTPEHHWA OKYMEHT) & Fox
Octiosoe  [pouecceiw3agaw  [epenucka  Mypan nepeaasn
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Obsop/Overview | PessusmmeyRequisites | Maseuesne o HP | Suspect adverse reaction report (CIOMS) | Oruer o 6epemensioctn | Pregnancy Report | Pesonioumn | Biosl | [lononsnrens#o | CeAsn | Paouan rpynna
Caefennn o HewenarenoHon peakum * | MexapcTeertoie cpeactsa | MedDRA | ComyrcTeyoume 3afonesammn  Anamies nauwenta | [isiamsia caenemii o HP | Mcroumsi (penopTep, niTepatypa)
Tephantsi MedDRA
obasnTs t+ & Monobpars TepumHe MedDRA x| | Eue -
N LLT PT HLT HLGT S0C
Bepcun
OcHosHol SOC
110083929 10083929 10043409 10062915 10018085
25  Paradorical psoriasis Paradaxical psoriasis Therapeutic and nontherapeutic responses  Therapeutic and nontherapeutic effects (e, General disorders and administration site
TapanokcansHbii ncopuas MapaaokcanLHLIi NcopHas TepaneATHIECHHE W HETEPANERTHNECKHE | TEpANEBTHIECKAS 1 HeTEpaneaTHIecKHe . OBIME HADYLEHHA M POk B MeCTe B
2 Tow0s7E 10005176 W027873 10015320 w0031
25 Bindoess congenital Blindness congerital Ocuder dhsorders congenital NEC Ly hisorders congenitel Cormperstal, lamilial and genetic Gisonders
v Coenata spoxaesan Crenora spoxaeman Bpomnewwios vapywenmn €0 croposs rias, HKIP  Bom s o HOpyWwesin Co C1opor 0prana speq_ Bpommeneso, CEmodsae W FeHe imecssss Happmen_
3 10028703 10028703 10027682 10027665 10021428
241 Nail psoriasis Nail psoriasis Immune and associated conditions NEC Immune disorders NEC Immune system disarders
Mcopuas HorTei Tcopia3 Korted VIMMYHBHbIE 1 CA3ARHBIE C M COCTORH . MiMMyHHGe apywessn, HIKJIP HapyWeHHA CO CTOPOH! HMMYHHOR CHCTE
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BanucaTh W 3aKpeITe | | Janucate | 3apervcTpWpomaTh | OTnpamMTh Co3paTh Ha ocHomaHwn - | | @ Meuath - E2B (R3) Ewe - || 2

OGaop/Overview = PekenawTul/Requisites  Wasewenue o HP | Suspect adverse reaction report | Otuet o GepementocTw | Pregnancy Report  Pesoniouwn  Ceaan | Pabouan rpynna

CoefleHis 0 HexenaTensHoll peekumn * | NekapeTaenntie cpenctaa | MedDRA [ Conytereyowue sabonesann | Axames naumenta | [uHamia ceenenwii o HP | WeTounnki (penopTep, niTeparypa)

ConyTeTeyiowme sabionesanis
[obasiTh + & x| | Ewe -
N [flata wavana Bapcna MedDRA [Ty PT HLT HLGT S0C KoMMeHTapHN ANA

[ata okoHuans OcHorHoi SOC Hamwenosanie (LLT) Haumenosarie (PT) Haimenosarie (HLT) Hamenosanve (HLGT) Haumenozasie (SOC) Kor

MMEHTEDIH
aHamHesy
Npoponxaerca Nopobpars MedDRA Name (LLT) Name (PT) Name (HLT) Name (HLGT) Name (S0C)

MedDRA

1 06.07.2022

BanucaTh M sakpbiTh | ancars 3aperucTpHpOBaTh OTNpaBiTL. Coslats Ha ocHoBaHM - | | @ Mevath - E2B (R3) Ewe - | ?
OBaop/Overview | PexamanTeVRequisites | Wasewenie o HP | Suspect adverse reaction report | OTuer o GepemaHocTd | Pregnancy Report | Peaoniousd | Cenaw | Pabouas rpynna

ChefleHit 0 HewenaTensHofl peakunn * | NexapcTeeHuie cpefeTea  MedDRA | ConyTeTeyiowme sabonesann [ Anamnes nauventa | [uHamika ceefeniii o HP | McTounw (penapTep, nuteparypa)

WichopwaLiuA naupenTa AnanmHes nayvmenTa
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YETAHOBATS BIAMMOCT Konoxok: LLT: W] PT: (¥ HLT. HLGT. s0C: ¥
[o6asnTs 4+ & x| Eue -
N [laTa awanusa LLT PT sS0C Peaynetar HipkHiti AMaNasoH HopMb! HeCTpyKTYpUPOBaHHLIE ABHHLIE Pe3yTIsT
Bepcun MedDRA Hawmenosanue (LLT) Haumanosanne (PT) Banne (SOC)  PeaynuTat cpasHemme BapxHHil IMaNa30H HOPME Konwentapuii

OcHosHoi SOG Name (LLT) Name (PT) Name (SOC) Pe T ( aHaHeHHe/kEE PesyneTar (ko) [LononunTensHan wedopmauma
Mopobpats MedDRA EAUHALE KIMEDEHHA
117062020 10067647 10067647 10036585
25.00 Te. nocnep_
v Delivary Dalivery Pregnancy. puerperium

and perinatal conditions

2 17.062020 10006524 10006924 10042613
2500 K Ke Xupyp ——
v Caesarean section Caesarean section Suraical and medical
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LokyMenHTHI BHYTPeHNIe

Mexapcroene cpeacrs:

Kpmrepus cepueaHocTn
Vaaamn

Wcrousi (nonysarens) lseuesin o HP
Vicxag no pesynuTaty
Npasa pocTyna k 20Ky

Wrhopanus 06 o1y

Coemecrvas patiora

enatensoi pearm

lenaTensHoi peanyiit

[KONWS] flemo - hapwa / flokymenTooBopoT 8 MPOP, pepakymn 2.1 (1CNpeanpuATHe)
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Yuer pabodero pevies

mdopmaum

Cospars

Tlokyment BryTpeHHmit

Oryersl
VISBEUEHIA O HEXEnaTEnsHOR peaxiim
MNpeTenam no kavectay

YacToTa HexenaTenbHLIX peaxLy

aum Hacrpoia i
ANAHCTRUPOBAHUE

dapmaxoHaalop

Cepsuc
Hauans+an HACTPOIIK MORYTYA "GapMaKoHan3op”
Crpasou Tepmsos MedDRA
3arpysxa MedDRA
Bharpyia naseix (hopmara E2B (R3)
3arpyaxa gawiesi 8 Gopmate E28 (R3)

Ynaneswe nyGned (®apmaxosansop)

UaCTOTa HeXEnaTenHLX PEakiih N0 KDHTEDHSM CEpLeOCTH

YacToTa HexenaTentHbix peaxiyst no nony

YACTOTa HEXENATENbHLIX PEaxLyt N0 BOIPACTY

YacToTa HexenaTenbHL PeaKLwh C NETarkHsiM HCXOAOM

YacToTa HexenaTentHbix peait o I C neTankHsiM HCXOAoM

& = KONWS femo - dapwa / [lokymentoobopor 8 NPO®, pepakunsi 21 (1C Mpanpusitne) Q L D fr Aveswcrpap =
[ -
aswoe [l Wdains  Coswecniampabora  Yuerpaboserospemens  HopuATEMO-CDaBow@s  Ynpamnewwe npoueccamut Hacrpoixa u ®apuaKonanop
wibopMaLma anmuCTpUpOBaKe
o ’ TNekapcTBeHHble cpeacTea %

Coyare | | &

lekapCcTBeNHoe CPeacTao Koa ATX
= AHanpumH

= Acrmpwi Kapano
= Acninpusi.C NO2BAS1
= Acnupm:-C1 NO2BAS1
= Wurasepm

= HUMYNWA

= dnemokcm: Conioab

Mexayrapoasioe rassare (MHH)
nponparonon

auencanynosas KiCnoTa

Acnipus

Acnnpi

IMHAR30MANSTAHAINL NEHTAANOBOR KICNOTo!
Hmaecyrwa

amokcHUMNIN

Mexaywapoawan aata perwctpaymt (MOP) | Active substance Pharmaceutical form

18052023 Anagrilin
Aspirin Cardio

17052023 Aspinin.C effervescent tablets
Aspinn-C

Himecymma* (Nimesulide®) Tabinenm, ancnepnpyembie B NONOCTH pTa

Flemoxin Solutab TaBneno Aucnepripyemsie

o

&

X

Ko-TpuMokcason (JlekapcTBeHHblE CpeacTBa) & i o X
3anucaTtb W 3aKpbITh 3anucaTb Ewe -
Kopg: U00000222
Hanmerosanue: | [[GRgeflile MesxaywapogHaAa nata perucTpaumu |‘
ToproBoe Ha3seaHWe ‘Ko—TpMMOKcason | Kog ATX: ‘JOWEEOW ‘
MexayHapoaHoe HasBaHue ‘Cyﬂhd}aMSTDKCESDJ‘I + TpumeTtonpum | Acfive substance ‘ ‘
Per. Homep ‘ ‘ INN ‘ ‘
MNponasoguTens ‘ | Manufacturer: ‘ ‘
CTpaHa ‘ | Country ‘ ‘
Homep cepun ‘ | Series: ‘ ‘
NokasaHne K HasHa4yeHUH ‘ | Indication for use: ‘ ‘
MyTe BBEABHUA ‘ | Route of administration ‘ ‘
CyTouHas noaa ‘ | Daily dose: ‘ ‘
Pazoean nosa ‘ | Single dose ‘ ‘
CraTtyc ‘ | Status ‘ ‘
<dapmMauesTHyeckand opma ‘ | Pharmaceutical form: ‘ ‘
[HobasunTb 4+ $ ‘ X | Ewe -~
N CTpana HaumeHrosanwe JIC B cTpaHe (kak penopTHpOBaHo)
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Kog ATX waasanne (MHH) MexgywapogHan Aata perucTpaumn (MOP)  Active substance Phammaceutical form
JO1GB04
LO1BCO6
JO4AB30
NO3AFO1

nota + [Marx
ADSBAD3

Ki

Ki

Ki

K

LO1XA02 Ki
Al

G

NO1AX03 Ki
Ki

MO1AB15 Ketopanax
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- -+ H
- ’
x| | - | Euwe -
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ana 1
64/228/13 i
Pocena
647228/134 30.04.1964 Opranika OAQ TieBOMMALLETHH
Poccin Xnopamdx
64/228/14 30.04 1964 Ceaepran 3seana i 3A0 AngcTaaMH CYBCTaHUMA-NO
n
Po ben:
647228/148 30.04.1964 Yeonse-Cuonpciun xumdapukomBisat OAO Meraaug
Pocein MeTaaun
64/228/150 30.04.1964 ApowaciHtes OAQ Metuncanuuunar
Poccun Mer w
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& Q -
Koa faumel 4 Kop E2B
000K 08 1 Ei32f
1A 5 C 2 Ei32e
0! 3 Eil32d
000000003 Caused / Prolong 4 Ei32c
~ 5 Ei32b
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234 PerynATOpHe oprax
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- 000000001 fatal 8 Cmepth
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Moaratoekn: AnvukkcTparop (13.09.2021)

E-mail’ tabae u

Manka: VIs8eil] e4HA O HEXENATENLHON peakLin
Tpudy OBy uit

2.4.2.1 RLOjJNjdd] © 71

1 OC ZOHSC O ¢cRLOjJNjdd) © 11& MBHjGydl Shdss
dzj % j O j dz' dzts?2 tj OCydd.

24211d9 jHjdzdV 8 dzj yJ dzOIlsj dz dets?2 toj OC ydd
1 O0L dzfxeu © j Hj dzdV 5 dzj ) OB pezd izh? G OSYEPYJ

mMesehjoghs f d dJdaW steBOydw t fOydjdsj, O OC
iz yo02 e, Colsser2 oCdf yoOjls o Mjew IsjSCkhiys dgj

JE& = Auerpa: dapmaxonansop / [lokymerToobopoT 8 NPO®, penakuma 2.1 (1C:Mpeanpustie) Q (9 AT Ny = o x
L B m 2 q
= i | i B b - @
Inaswoe LloxyMeHTs! 1 dhains! Cosmecthan pabota Yuer pabouero Bpemen Hopmari i HacTpoiika u DapmMaKoHanop
uHopMaLMA SAMUHNCTPHDOBAHNE
- = BUM_930_HP (BHyTpeHH\In AOKYMEHT)
OcHoBHO®  Mpouecch U 3agawn  Mepenucka  XKypHan nepegasm
3anucaTs W 3aKpbITL 3anucars 3aperucTpuposaTs OTnpasuTe. C03/3aTh HA OCHOBAHWN ~ e Nevars - E2B (R3)

O6aop/Overview  Pexeusntul/Requistes  Wssewenne o HP | Suspect adverse reaction report (CIOMS) =~ Oruer o ™

egnancy Report |~ Pes Buasl | [l Cansn  PaGouan rpynna
Caepjenita 0 HexenarensHoi peakuwi * | flexapcTeenssie cpeacaa  MedDRA | ConyrcTsylowume sabonesann | Anawwes nauventa | [lawamina caeenwii o HP  McTounmat (penoptep, nuteparypa)
3aKpLIT JOKYMEHT AUNA PEABKTHPOBaHIA

3AKPBIT PapakTipye

Tun coobuenun + | TpiuHa penopTupoBanis ~ | TOANEXHT IKCTIPECC-OTYETHOCTI
MpeTenaiit No KauecTBy (CMCOK)

NowcK AYBNUpYIOLLeR MHOPMALIMK B AOKYMEHTaX "VIagewierita 0 HP” i “KnuHW4eckui cryvai

o peaxumn 8 cnyyai

RU-4567/3456 (Ne per21 ot 07.10.2022) d 3anonHTL Aankbie HP B COOTBETCTBIM ¢ KNUHIMECKIM CRyyaem

BPAUY unu apyroe nuuo, coobaiouiee o HP

®UO.

WHOOPMALMA O NALUMEHTE

OTNPABUTEND
iBaos Viean NeTpoeind CKPLIBATE NEPCOHANBHLIE ABHHBIE NPH BLIDY3Ke

10

Cepreesa Anna Visanosna

Keanudwaus T Vaumans:

Cuniosa AN

Tun oTnpaswTens/nor DapMALBTHIECKE KOMTAHIA | ~

MecTo padoTl ropapas Ne amGynaTopHofi kapTei' 34563 OprannaaLu 000 HILL "Mepkypii®
[onxHocTs Tepanest Mon: (1M 1 X Aera poxgenitn Moapaspenenme/OTaen |
HammenoBanue yupe: n-ka 45 BospacTuas rpynna Bapocnbi 5 LIOMKHOCTL: YTIONHOMOYEHHBIR NO (hAPMAKOHBA30PY
Crpasa POCCUA ~[@| Boapact 25 |t > Crpana POCCUSI B
) | 63.000[@| Pocr (cm) 00/®@ -
Pervion MO Bec(x] 000/ ¢ o7 {ou 0|8 Pervion Mockosckan 0BnacTs
BepenmennocTs
Topoay Banawmxa lopop, PO
v Cpox 6 v
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l B¢ ddWsstedsOydd t §Oydjdalsj fBtsy des o' Mls
fJtemMsdzOdz: dzr § H Odzdzr j ftdaizdu Ogir df tg elmQsjdaD, dz! ez 1] Is t61d® dz
BzHEIS GlssBtcO) Ols! MW o or" ctelzy Oj &3 7 HBC EZd3j dzls OR
vOCYj dg sBraBHd®Bs o' BKOIs! cudlf Mtsseh jddwe
9 Otced Odzlsr :

- RU-2021/4534 (Ne 2021-0C5678 ot 13.09.2021) (BHYTPEHHMIA LOKYMEHT)

OcHoBHOoe [lpouecchl v 3apauyu  [lepenucka  ypHan nepenaqun

3anucarb M 3aKpbITh ‘ 3anucatb QTnpasuTb CoanaTb Ha OCHOBaHUM - & Mevats - E2B (R3)

063op/Overview | Pekeuautsl/Requisites = W3ewesmne o HP | Suspect adverse reaction report | OTuer o bepemeHHocTn | Pregnancy Report | Pezontwouumu | Busel | [ononHutensHo = Ceazu | Pabouas rpynna

CBefleHna 0 HexenaTensHoi peakuym * | lekapcTeeHHbie cpegcTea  MedDRA | ConyTeTBytolwne 3aboneeanins = AHamHes nauveta | [ iWoHP | W (penopTep, nuTepatypa)
Tun coobuienns: | [ETTIETI R aae ST | MoanexuT SKCMpecc-0TYeTHOCTH

Mpetenanu no kau| CnoHTaHHoe coobileHne

Mouck ayGnupy| Cooblenne 13 ncenegosanns 1 "KNMHUYSCKUA cryyai”

W3BewweHue o He Apyroe nyvaii:
HepocTynHo ANA nonyyarena (HeU3BeCTHO)

B 3anosnHnTL AaHHbie HP B c00TBETCTBUN € KITMHUYECKUM Criyyaem

] ojtodzj2 uOMmlsd LOSHOHSd ©OMY sdsy j 0 ¢ dat
o fkh jmbowesd gh jddv s & 1te&. }td dzOyOlsdd dzO ¢
ftod fishd (Shttes?2 &y ds §skzydks j HisdfEs mt
dzj 3 j Ol j dz' dzs?2 6 OSydde f) L OHOdzdZ 3 § OO Ist

Mounck AyBreli no HeskenaTensHbIM peakLuam HE =
Mownck ayfnukaroe naeeweHnil HP no 23anonHeHHEIM napameTpan Ewe ~

,ql'lﬂ Bbl noMcka ITe 3HA napameTpel, NO KOTOPLIM OCYMECTENAETCA NOUCK. MoncK BEINONHABTCA TONLKO NO 3aN0NHEHbLIM 3HAYEHUAM

[larta nonyyexua nudopmauyn: | 15.04.2021 B8 | [lara nepenyxoro cooBuyenna: | 15.04.2021 B | [arta navana HP: |19.03.2021 B

Mouck no rpynne "flekapcTEeHHLIE CPEACTEA” OCYWECTENASTCA NO COBNAJEHHH C NHOOLIM M2 HAMMEHOEAHNH 2aNoNHEHOTO CNUCKa

ToproBoe HauMEeHOBaHNE Mapa - aMUHOCANULNaT HATPUA

FV'WEME[HHPD,’J'HDE HaumeHoBaHwe AMHHDEEJ'\HLI'HI'IDEEH Kiucnota

Kon ATX J04AAD

Hetounnk (penoptep) Naument

DU Tpynna HeTouHIK Huumane UNK

Yupesgenne: [IKY HCO "Hosocnbobndapm” Ambynatopuan kapTa

CrpaHa POCCKHA A

Pernon Hoeocubupckan obnacte

Tepuune MedDRA

LLT: 10028813 = | & Nausea/ TowHora

PT: |10028613 - | & Nausea/ TowHora

Tabnuua otobpaHHeIX gokymeHToR "M o HP", E COOTEETCTEWH C 2aJaHHEIMH NapameTpami noucka
Jobaeuts % Euwe -
Maeewenmne o HP (ayine) OUO (Penoprep) WMuuynane (Maunent) | NC (Toprosoe HaumeHosaHne) NC (MexayHapoaHoe HaumeHoeanue) | NC (Kog ATX)

]l sHsBtcOo HBCEZA dzls ¢ § dz§ dzt 3 jadfiRiAL iy deztyCOR &8 j, dz
CRLOJjJNjdedj B dgj qJ dzOlsj dz' des?2 toj OCydde sy dats
¢csdzdddud Mcd?2 Mmdzkzyo2e.

WzeeuieHne o HexenaTensHON peakuui EKNHYEHO B KNTUHUYECKUA cnyYaii:

KITMHAHECKWIA CIYHAA BIN_2021_499 | & 3anonHuTe AaxHele HP B cooTBETCTEMM © KNMHHYECKUM Clydaem

16 dzOy Oldd dz0 S esf Sk ¢ Of sdzdedls® H Odedz j
Mz YO &, BlCsjlmv ¥ sttdO Hd&Y { sHssdededdd Wj S de
zz y®2e. [bBjlsdes HOde j ] dsho, d§OSsdwyj dd
Caetsf € ¢l jtojozgjMmisd HOdedz j&, o IjSkhd2 HBSCEZg]
HESCEZdsj dzs ® ¢s dzddzd uj MS d2 Mmazzyo?2e.
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MSBEI.L‘EHHE O HerKenaTenbHoN peakyni: nepeHoc gaHHbIX B QOKYMEHT ER 4

MepeHecTH AaHHbIE Ewe -

MOKYMEHT "M3BEWEHWE O HEXKENATENBHON PEAKLIMM®
BIN_2021_499 (2)

OTmMeTETe faHHLIe ANA NepeHoca W2 AokymenTa "Knunnueckniicny4aii” KNMMHWYECKMA CNYYAR BIN_2021_499

OcHOBHBIE CEEOEHHA:
MepeHeCTH OCHOBHEIE CBEAEHMA 13 AokymenTa "Kninndeckuii cnyuait” - [V

He obHOBNATE cnegywwne cCEEQEHHA NPH NEPEHOCE NO TPYNNam:
Wcknouenua:  Penoprep: MaumenT Peakuna Ha otmeny J1C MoeTopeHre HP npw noetoprHom npuHATn 1C MpeAnpUHATEIE Mepkl

CeefeHHA ONA MEXIYHAPOOHEIX OTHETOE:
MepeHecTH AaHHEle cTpaHuuel  "Suspect adverse reaction report”

Nepenectn TepmuHsl MedDRA B nzEeweHne

OBHOBUTE TEPMUHEI V| | 3amecturs LobaenTs

TNekapcTEeHHbIE CpeAcTEa (aHanuzZMpyeMele):

NekapcTBeHHEIE CpeAcTEa 3amectute | [JoBaeuts Orobpate: | AHanuaupyemele 1C Bce JIC ua cnucka

[ononHUTENLHBIE CEEOEHHA:

OtyeT o GepemeHHocT) 3amectute | [obasute WcTounnk (nutepatypa, penoprep) 3amectute | [obasute

l sddd d3ts 1 tOYO d oL @euepl)dialy @zddz0 ldsj dizj dgptg Az toj OC yd
dzz Y dzts L Of sdzdedIs! HE@HOy [ C@sffSJ dz¢) Of tsdzdzd Is
Edss dzyOdzed & ) e fnq’fnls;dz,o Qo ltsdizOIsdyj MSd L Of sdzdzad Is
¢ OL Odzdzts?2 o (. 3.7 HOMdEsets kS sotsHMIss O.

MsBewieHme O HEXENATENSHON PEAKLMM BKITIONEHO B KIMHMHECKAI CRyyan

- @ 3anonknTe faxHsie HP B cOOTBETCTBIN C KNHHMUECKHM Clyvaem
BPAY unu apyroe nuue, coobuaowee o HP MHDOPMALIMA O NALMEHTE OTNPABUTENL
SHO Maxees C A Usnumants WM ®U0 WgaHos
Keamunkaupa = | Ne amGynaTopHoit kapTh Tun GTNPABHTENA/NONYYETENA. | DBPMBLIEBTUIECKAR KOMNBHUA |~
MecTo paboT Man M v K Nata powpenun ] Opranmsauns 000 "Mepkyphi NpoekT”
NorxHocTe: CrIBUNAMMCT-3KENepT BospacTHan rpynna - Noppasaenenne/OTaen
HaMeHOBaHHE YuPEKAEHHA Bospact 30| |r. - NomwHocTs:
CTpana POCCHA - | @ Bec (k) 65 PocT (oM): 1650/ @ Crpana POCCHS e
Perwon BepemMeHHOCTb: Perion
Cpok 0 .
Fopop Topon
Hapywenwa:
Alpec yUpEKIEHIA hyHkUMM NesekM () fla () Her (=) He nasecTho Anpec
E-mail hYHKLIM Novex fa () Her (=) He nasecTho Houap Tanadona
Tenedhon Annepra £ mail
[laTa nonyueHA uHopMaLI m | 3aN0NHATD (OTNPABHTENE (0. YMORHAHHIO) |
Nara nocnenkero obHoBNBHUA m

U OCYdO OULdzPHCE 0 j H Jj dzd VY § 8zO s gzglte josCey ¢ § OL " 9 O4 Is
Ho dHJ dzdzts igfldy - tstaj O Sedf[ds,J tc § & z &) B s fadadfts f 62 dz0 W
s

fted
d deW stedsOy d v
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Peakuus npeaenaena fa | Her
Conpoeoganock nn oTmena INC ucuesnoseHnem HP? La Het IC He oTmeHsAnock (*) HenpumeHumo
Ommeyeno nu nosTopenne HP nocne nosropHoro Haakauenna NC? Da Het JIC noetopHo He HaaHauanoce (¢) Henpumexumo
TMpeANPUHATLE Mepbl: OTMEHa CONYTCTBYHIWLETD NEYEHUA
Bea neusna v/ NexapcTaenan Tepanua
v/ Otwena nogoapesaemora NG HemenKaMEHTO3HARA TEPaNKA (B T.4. XUPYPrYECKOS BMELIATENBCTED)
CHueHne 103kl nogospesaemoro NC lpyroe, ykasars

NekapcTeerHan Tepanna HP (ecnu nonagofunace)

OTMEHa NPenapara, NekapCTBeHHAR TEPANHA — AHTUINCTAMWHHEA, JETOKCHKALMOHHAA TEPaNUA, 3HTepocopleHTE, renatonpoTexTops!

Hexoa:

YAyYLWEHHe COCTOAHMA &

KpuTepuii cepbesHocTu:

KNUHNYECKH 3HaunMoe cobikimie &

] sdzj ¢ tefigfdnjdHdagigse j dzdzOW Mo w L 4 €&

- [ftej H] dzj dzdzOW

- ]l jteswisdzOw

l sL d3tsy dzOW

- wtsdidzd Isj dz2 dzOW

- LV INz®Y dz

14 CZOMMd¥ dydeizj 3O
[sfkzlsMmiso kzj s

HWexon:

YNYULLIEHWE COCTORHNA | @

Kputepwii cepbesnocTu:

KNMHHYECKN 3HaYVMoe CobbiTne |2
TpHYNHHO-CNIEACTEEHHARA CBATL @
MpuunHHo-cneacTeenHan cease (OLMBNC) Onpepenetnan

3HauMman AONONHUTENLHAR WHopuauus| DEPoATHaRA

@)
egra

L Of tsdzdzw § Is fyw

Mankele knusnueckix, nabopatopeix, pentret|  BosmokHan }1eneHne KoHUEHTpaUK JIC B KPOBW/TKAHAX, BCMM TAKDBEIE UMEKITCA U CBA3aHEI ¢ HP (noxanyiicta, npueeguTe Aatki)

Conytcreytowne aabonesarnA. AHamHecTHYe \EACTBIA.

N7 BPORKAEHHLIX AHOMANHI yka3aTs Bce apyl| COMHUTENEHaR & AaTy nocnegHei MeHcTpyaunn. MoskanyficTa, NPURoXUTE LONOMHUTENLHLIE CTPAHHUBI, ECTIH 3T0 HeobxoanMo
Ycnoewan

Heknaccupuumpyeman

Orcyrctayet

lted orBtstey Msseh jdzdw bEMlsOdzOe dzd o O4 Isfpw  Isd

[Hdzso 6] d3j dedets SBO W O C O kMmlsOdase dls:

dzj dz' L W

Nevenne:
AmbynatopHoe CraunoHapHoe CamoneyeHne
HzeeweHnune:
V| Mepanunoe MosTopHoe
[lata nepEMYHOMD H3BELLEHWA o

10 9SS d&ZOHSE o' 8 Hj dzO MeBRe GO G H jsdzsy ftc e dze

Meslse j sfilse d Y & s dzE5Ptize dats &Lz
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HEKENATENBHAR PEAKUNA B TEPMWHAX MedDRA  Bopcus 26 00

(Ocrosroi SOC):

LLT 10028813 - | @ Nausea/ TowHota

PT: 10028813 v | B MNausea/ TowHota

HLT: [10028817 - | @ Nausea and vomiting symptoms / CumMnTOMSI B BHAE TOWHOTE M PEOTLI

HLGT: [10018012 - | @| Gastrointestinal signs and symptoms / CumnToms! 1 np m uy 1 BproLuoi nonocTH
SOC: (10017947 - | B Gastrointestinal disorders / 3enyaouHo-KNLEYHEIE HAPYLLEHNA

) Sdzdz' 2 MY d fytMEdDRAHEE] dig ey j dzOls j dz dzts2 tej OC yd
5§ toBdei@ts g M | dz  dABedDRBE .ZOH S § ¢

24212d9 jH jdzdVY s dzj COteMmlse j dedzr = Mtcj HMiso ORF

1 00LdzPegCj COtMmise j dzdet,j oMmtcls @Bz Qdzs?2  wWdfjls d
fMted HMiseo O, ftojHY sdzsy d Is p desde Is ipw L af @& Sje 30 q o e
ftej HY Bdzsy dIsjdzt dzs " L9 Oahdj 11 .

[5BjlsSCO ¢codzOddL qekj s [ueé GOy 0jl, ylst
fesosHglsMY 5 HOddshz fjf ook,

- RU-2021/4534 (Ne 2021-0C5678 o1 13.09.2021) (BHyTPEHHUA AOKYMEHT)

Ocwosvioe  [lpoueccel nsanaun  [epenmcsa  MypHan nepefaun

e 0 HP | Suspect adverse reaction report  OTuer o G

an | PaGouan rpynna

MedDRA = ConyTcTayioume
NEKAPCTBEHHLIE CPE[ICTEA, npean

lobaente + 4

Bwee HP

Ewe
N Ananuaipyemoe NIC  PeakiyA npeBWAEHa  JIEKapCTBEHHOE CPEACTED Per No ToproBoe HaasaHie MexayHapoawoe HH Kop ATX MpyuiiO CriepcTee YT BBEAGHNA
1| Acniupu-C per.Ne Actupu-C Acnup NO2BAS1 NyTh BEEAEHAA
2 @nemokcui ConioTab Pnemokci Coniotat

| 5OB dd Wdzts & £ i s qrjdf® g st j Hilse 08 kS OL' o
ftodded &304 d3" 4 © biydddd §tshmdjHdds 3 &IiMYyjoe
MOoBshisswlsj d dets (5 Msemise j dedesslz toj h j ded ¥ )

OPYTWE NEKAPCTBEHHBIE CPEACTBA, npHHUMaembIe E TEYEHHE NocNeAHNX 3 mecAleE, Bknoyan JIC npuHHMaeMEIE NaUHeHTOM CAMOCTOATENEHO (No cOBCTEEHHOMY pEWEHHID)
Ykamute «HET», ecnu gpyrux nexapctB nayueHT He NpUHRMan

HoGaeuTs Eue -

N INekapcteeHHoE cp. ToproBoe HasBaHWe MexyHapogHoe HasBaHne MyTe BBEAEHUA

24.21.3MedDRA

1 OC dzOgMedDRAe ff t6j H dz2OL dzOyj dzO@ H dzv  Ne®DRA tHa®' Is
dzj 3 § &zOIstg IO Wap®d. 1 IsOB dzd ydets?2 yOflsd fYtej HMIsOo &
9Cdzt yos hdj o BAEB W o shgtzy 2w  » Jtodz" &3 M ted W Is s d3.

Il sHBtSte Isjtoedidddeseo MM j Mise dzv j Is fpMedPRAe € dzfs 4z
dzj ¥ 4 dzOIs j dz' dzts 2 tHajdEs oyl jgds jukidstads dz: Sz MB | tc di3d dzts o .
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+ RU-2021/4534 (Ne 2021-@C5678 ot 13.09.2021) (BHYTPEHHWIA AOKYMEHT)
OcwosHoe  Ipouecck u 3agaun  Mepenucka  JypHan nepepaun
3anKcaTh W 3aKpLITE SanncaTh OTnpasuTL C030aTk HA OCHOBAHWM ~ & Nevats - E2B (R3) Ewe -

Obsop/Overview ~ PekenavTe/Requisites | Masewewve o HP | Suspect adverse reaction report  Over o GepemensocTn  Pregnancy Report  Pesomiouwn | Buawl | [lononwurensso | Ceasw  Pabouas rpynna
CBE/IBHUA D HEXENATENLHOM peakm *  flekapcTeennsle cpeacTea | MedDRA | ConyTcTeyioume saBonesatmA | AawmHes nauventa | [laHamika ceefiennil o HP | MCTOUHIKN (DEnopTep, nuTepatypa)
Tephihe MedDRA
[obasns + 3 Mogobpars Tepmmkel MedDRA x| | Euwe -
N LLT PT HLT HLGT soC
Bepcua

Ocroexon SOC

1| 10011882 10011882 10019244 10013995 10010331
25 Deafness congenital Dealness congenilal Hearing disorders congenital Ear and labyrinthine disorders congenital ~ Congenital, familial and genetic disorders
InyxoTa BpoxeHHan [MyxoTa BpoXEHHaR BPOM{IEHHbIE HADYWEHNA CyXa BPOKEHHLIE HBPYLUBHHA CO CTOPOHb! BPO#IBHHGIE, CEMEIHbIE 1 FEHETIEC
2 10038867 10038867 10064464 10047075 0047065
25 Retinal haemorrhage Retinal haemorrhage Ocular haemorrhagic disorders Vascular haemorrhagic disorders Vascular disorders
KpoBoTeuenue B ceTyaTky KpOBOTEUEHHE B CETUATKY Temopparnyeckan NaTonorMa opraHa 3. NaTononm coCyaos ¢ remopparnyeck HapywieHns co CTOPOHL! COCYL08
3 10083929 10083929 10043409 10062915 10018065
25  Paradoxical psoriasis Paradoxical psoriasis Therapeutic and nontherapeutic respo Therapeutic and nontherapeutic effects . General disorders and administration si
NapagokcansHeit ncopnas MNapajjokcansHsii NCopuas TepanesTiueckie 1 HETEpanNeBTHUECK TepanNesTHIECKIE W HETEDANEBTIMECK OBLLME HADYLLEHINA W DEBKLIAN & MECT
4 10005176 10005176 10027673 10015920 10010331

25 Blindness congenital
v Crenota oy

Blindness cangenital Ocular disorders congenital NEG Eye disorders congenital Congenital, familial and genetic disorders

Cnenara bp

wehan BPOXASHHIE HAPYWCHMA CO CTOPOHM T8 BROXOCHHUG HBPYWEHHA CO CTOROHM Gp CoMeRME I T

24214 wtfblmlsobkshdj LOBGd) o OddW

1 OC ZOKG®Y isflso k¥ h dj f ©p 5dzdp Gy VO ) Qg™
s klshiso s h 8 dzgj 3 j 2O | dz' dzs?2 o IOHDRA — LindsasE B
sjuj ded ¥ L QmjEazided® dzd 20.C dz¥ yO¥ h JOC,e iy B v dzvis frjsdhisre d
higd W s s ds.

) sHBE Isjedddss shghigsp dvglstedDRESIS o
fsslse jlslsokzs h j2 wyj2¢)] HEGBOs dzj dedets?2 Mt d
Bsy EEHEB O Isd S SHAdk ctebkffbk sjtdddss, f

- RU-2021/4534 (Ne 2021-®C5678 ot 13.09.2021) (BHYTPEHHUI AOKYMEHT)
OckosHoe  Mpouecce v 3apaun  [lepenncka  KypHan nepegaum
3anucaTh U 3aKpbITh 3anucars OTnpasuts. Co3aaTh Ha OCHOBaHWM ~ ™ levars - E2B (R3) Ewe -

O63op/Overview  Pexanautb/Requisites  WM3asewwenne o HP | Suspect adverse reaction report = OTwer o GepementocTn | Pregnancy Report  Pesonioumw  Buawt | [lononwutensko  Ceaan  Pabouas rpynna

CBe/IeHA 0 HeXEenaTensHoN peaxum = flekapcTsentiie cpectea | MedDRA | ConyrcTsyloume sabonesanis — Axames naunenta | [uHanua ceefeniil o HP  VcTousuki (penoprep, nuTeparypa)

BylolMe 3abonesaHna

Ewe -

PT HLT HLGT KommenHTapu Ana
Haumenosanme (PT) Haumenonanne (HLT) KommeHTapim &
Name (PT) Name (HLT) <
1| 01.01.2022 2500 10074557 10074557 10018987 10047075 10047065
02.02.2022 KpoBoTeueHue criowTanHoe  KpogoTeuenwe cnouTanHoe  Kposotewews, HKP MlaTonom CoCYA08 ¢ re HapyweHWA co CTOPOHb!
Her MedDRA Spontaneous haemorrhage  Spontaneous haemorrhage  Haemorrhages NEC Vascular haemorrhagic di Vascular disorders

2421. 5 0 dzOddzj L § Oyd | dzls ©

1 OC dZOH C O c ¢ dzO0Od3ddf & H 20 1y dzP ugfs QO H dzw st d iy
ddW sted3Oydd, fssmlskzfdeh j2 ls §O0ydj dzalsO.

)| Is OB dzd y dzts 2 Yyofmisd wslssBtcOy j dar H Odzdz" J O«
LOtcj e dMistcd tects o O dzddVIbiDRA UOIS py tg i3] ez TEedzO W y GiPIs ' dzd 3tz
MsHj ey Ols! Mmdzy sidsfis e 5 EfsAsLs’o o) Asjfjdsiigviz & M of P to dyfdtelaf L,
o Cdzs yos hdj o BQE Yo gty tesw y dtedz” &3 " ted W Is s d3.

) sHBGte Isjtedddss sMkhjmlse dvjlsfywdDRARS off
Mstslseo jIsMisokzs h j2 wyj2¢] HbOBBd] ddgfpdz fiyls & 6 €zd :
By des sHESBEO! ktd St SHoE ctizffkz Isjtdddss

r dzv EHtsBMlso O BlssBtcOy J ddw IsOsEA iydzas 2§ B0 S d
SstsBeOy Ok! / MCter 9 Ols! o' M&@DRARZEZ® ctkfflkz Isjtedzdd
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Ocwoswoe  Mpouecckinzagasn  [Meperwcka  Kypean nepepasm

3ankcaTh H 3aKpbITh 3anncats OTnpasHTe. Co3aTE Ha OCHOBAHIN & Nesats - E2B (R3) Eue -| | 7
HocTH | Pregnancy Repont  Peaoniouwt | Biowl | [ononkTensHo | Cerak | Pabouan rpynna

O630p/Overview
CBENEHIA O HEXENATENLHON DEAKLIM

Wiichopua

Pexpuaute/Requisites  Masewenme o HP | Suspect adverse reaction report (CIOMS) | OTueT o GepemerHocT:

*  Nexapcreesie cpenctea  MedDRA  ConyicTsyloume 3abonesanun  Axamnes nauwenta | [lana caeenst o HF

> | Wcrouwsi (penopTep, nureparypa)

8L NAUNEHTE. AHBMHE] NTaUMenTa

naumenTa:

Yetal

"
HLGT: [ s0C: ¥
x| Eue -

HOBUTE BMAKMOCTS konawok: LLT: [ PT: W HLT
HHGIE AatHbIe pedynsTara

NobaguTs + 3
N Dava axanua LLT Ml fecT
CHMITOM WA Hamvenosanue (LLT) Haumerosakue (PT) ] Ko
Name (LLT) Name (PT) TIONONHATENLHAR HHDOPMALHA
. M Eqmena wmeperua
1 01012022 10011882 10011882 10013983
D 2500 [nyxota BpoKaessan ThyxoTa BpokaeHHan HapyueH#A co CTOpoH
Deafness congenital Deafness congenital Ear and labyrinth
disorders

dzJ

MedDRA

CodLdls ecuod dUde@fRlzj L J §OYdJ delsO Bt Hjdzvy
zv § lsmw OdOdzdL 55 ddzd dMmmdzj v colMizd J &5 d daj

24216 ZOBIS O Mo jHjdd?2 & 1t
] OC ZOH § @O®I S © o jent] g dzOs dzP U 2O HH{d2O BEYT q

©OL o dlsd@ls jogpdew2 tj OC ydd .
sfdMOddj ©OLodlkdw dz

) Is OB dzd ydzte d 5 LYPIffigvY

S tej Hj dzj dzgdglzs H O k.
i %02 0

LS OLOI! CdS te]lsdg

tCOLHjdz cubtslse jlsMmilseolze h d2

v OC Y J J Mmls
HBC Zd3d dzls dqf B ésdpC toj f dzv dzdz'

Magewewme o HP | Suspect adverse reaction report  OTuer o GepemenvocTn | Pregnancy Report | Pesomousn | Buaw | [ononwwensko Ceran | Pabouas rpynna

Obaop/Overview | PexamanTe/Requisites

NekapcTeeHHeIe cpecTaa | MedDRA  ConyTcTeyloume 3abonesanns | Axamkes nauwenta | [lukamika caenewmi o HP | McTossmn (penopTep, nutepatypa)
Ewe -

CBEAeHIR 0 HEXBNATENLHON paaKLim *

loGaBuTL +|8
CooTBeTcTayIoWM dhaiin BnoxeHIA

N Nara Onucanne
[Nata daiina

1 07042023 OnHcaHme AMHaMM caeeHIR

2421 7 RfgbsydedSd (tojtitstelsjte, dzdlsjtcOlslztcO)
1 OCdZOHEC O ¢RrRMsyddSd (tod fttclsyts, zdls j tcOls

dhstsydzd S © s dMOdedw  dzj 3 j zOj dz' dets?2 6 OCydd

cRMlssydzd $d dLo jh jded?2 B dgjyJ dzOIlsj dz' dets? toj OC yd

RU-2021/4534 (Ne 2021-0C5678 ot 13.09.2021) (BHyTPEHHWIA AOKYMEHT)

-
Ocrosioe  Mpouecceiwsagauw Mepenacka  JKypHan nepegasn
3anucaTe msaKpeiTe || 3anncate | OTpaBMTH Co3ars Ha ochosawm - | | @ Meuars - E2B (R3 Eue -
Obaop/Overview | PexawsuiRequisites  Masewenne o HP - Suspect adverse reaction report (CIOMS) | Oruer o Gepemeroctn  Pregnancy Report | Pesonoum | Busel  [lonontencho | Cesan  Pabouan rpynna
CoeneHwn 0 HeXenaTenbHoA peakyt * | NlekapcTeeiHbie cpeacTsa | MedDRA | ComyTcTeyioume 3abonesain | Awawwed nauwenta | [luwamixa ceeperii oHP | Wcrouisat (penopTep, nutepay
Aobasum T+ 3 TIOMCK HMEIOLJAXCH MCTOMHIKOB 3 TTUTepaTyphi x| | Eue -
N WcTounik Kowmestaphi PenopT Nowcx ayGned no penoprepy lomck ayBned no niTeparype
1| Wctousk no HP 2022 asdfghimk. Mocw Towos oM
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RMissyded ¢ ttstipdOlefsmy sdz! L s O h d My Cdestf C 52
dissyded S s dL ddlsjtcOlskzter €. 1 ted dzOy Olsdd dzO© ¢

I Wswkdi oCd yor kM sEREOd] lsHsH j Isf sz j f
LOf sdzdz? s s wjCodLdlsr §sdmMS O ded ¥ htesd ipOs Ols ¢
yofls: Weteds LOftsdd' ks HESEkZdj dsO®Rd, EHGo dj

Mowuck B nnTepaTypHbIX UICTOYHWKaX oo X
BbINonHUTE NoHMck Ewe -

BrnioyeHsl napameTpel, N0 KOTOPLIM By4eT NPOM2ECAMTECH NOHCK B CYWECTEYIOWHX HCTOMHHKAX:

Mo naumerosanmo nybnukaumm: | @ Mo wapaqmo: @l Mo syprany (naganno): @ Mo aeropam: @ Mo knroueeeim cnoeam: @

IMyGnukauua HMypHan

1apaHne = | | Tog wagaHna 0| Homep nagaHuA

Agtop (1) OGa aeTopa Maboil na aeTopoe | AeTtop (2)

Kniouesoe cnoso 1 Of6a cnoea Moboe cnoeo | Knwovesoe cnoso 2
Nobaents BrntounTs NCTOUHNK B JOKYMEHT x Ewe -
McTounmk nageleHns Ok | Hazeanwe nybnnkayun ABTOpEI Wananne log waganwA | Homep waganwa

l1ted dzOx Olsd d¢ oA dEHAAESRC ElstetsC d s OB dzd ydets?2 Yo
HSCEZdgj dets'en j dzj dgdzr 2 dMmbssyded¢ drejhjdzedv HBBOS
dzj Qe dzt dets?2 toj OCydde.

] s OB dzd Yy dzts 2 Y®ls gt o § to dbigaiisifirp@al icfc  Is | c®Is [z tc
RMsydzed ¢ @y Jls |, fifsHjcipe®ls! JozW sk dzoyds . s dzd ¢ dz
BBts ) dasd Hzff d2W stcdsOyde dL dMmistsyded € O.

+ RU-2021/4534 (Ne 2021-®C5678 ot 13.09.2021) (BHYTpeHHHIA AOKyMEHT) *

OchosHoe  [lpouecce v sanaun  Mepenncka  JKypHan nepesaun

OBsop/Overview ~ PexsuauTe/Requisites  Wssewseniie o HP | Suspect adverse reaction report | Otuer o Gepementoctn  Pregnancy Report  Pesomiouwn | Buaw | [ononwimensko  Ceasu  PaBouan rpynna

CBepieHin 0 HewenaTensHofl peakym * | flekapcTBensbie cpefcTsa | MedDRA | ComyTcTyiowme 3a60nesakin | Anamses naumenta | [Juxamuka caenenmi o HP | WcTounikn (penoprep, nutepatypa)

[loGasuts Tt 3 TIOHCK MMBIOWIMXER UCTOURIKOS M3 NIHTEpaTYDS! Ewe -
N MeTourm PenopTep NuTepaTypa Mowck ayGned no penopTepy Towck ayGned no nuTepaType
1 Wctoummk no Hm/'un,-;v;-:'“ I0CMOTDETE. Mouex fonck
PenopTep: TekcToBas MHGOpMaLWUS i 0 X
Euy
KommanTapuii
[i.  Opawenme: 2326632
PenopTep Cant
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+ RU-2021/4534 (Ne 2021-®C5678 o1 13.09.2021) (BHYTPEHHWA AOKYMEHT) *

HWK N0 HP 20.22 IOCMOTDETL. DCMOTPETE. Mouck Mouck

NuTepaTypa: TEKCTOBaA HHOPMALINA

KoMuenTapiit
h

I ABTOPbI: [lx Maptih, A-p Macsimos  NYBNAKALIMA- Mccnenosanme sakumHel CryTHk V
2 0

2. MCTOUHWK:  ABTOPBI: [k Maptus, A. Batcon  NYBNMKALIMA: Wccnegosanme sakutib: KoanBak
M3JAHUE.  Ne D

ABted30 fsdMCO dmMfsd L@y tcBOT H3] o ddst GG
dissyddSon. [(Mmdd §jtj2ld 5 M &Sj cl sdms H
fs5dMCO OoltsdkOsdyjMSd LOfsdddlshY HOddz &d Isj €
Jdztt stedBOYdd sy des BRHjIs sMkh jfMlsedls: & 4 Isdd

2.4.2.2Suspectadversereaction report

1 00 ¢ dz{cSuspect adverse reactionrepato sH dIsmw ddaW stcdzOydw ¢

6J OCydd dzO dOaipc daP? Mz Bgfisislse j sMisedd M oW HC
CIOMS.

2.4.2.2 1Reaction information

1 OO0 ¢ dzPgREaction informatiore o 9 SH d IsMBOJdiW st8 9 tcOYJ , s
1L tddev stedROydv™ |, 5 nPBQPG jsdglsd Misd ¢ d dzj » § dzOIs § dz! dats 2

sdetsf SO ¢ OfRESEdzdldgL odsizY jIs f SHEBBteOls! L dzO Y
tcj CodLdlstse W sted3" gL tezmMmMC WL " YWdy' lssm W tc G oHJ JHAG X
dzj 4 J &zOIs j dz' dzr = tej OCydw a4, dzjy € Otemiso j dzdz" ~ i tcj
fmMtcj HMIse , OdzO d3dzd L § fOydj dzes© d dMmlstsydzed ¢ On f
smdzseo Odzdd L Of sdzdzj dzdz" = H Odzdz ~CIGMSte 3z telzé Isfqw §

[ v o lststojsdt@® @O dio dz S s j&q § LA jL o]0 | d3r
kMM c@def WGP B, O O 5 BHAdS2 dL Sdsfss, td
9 C dzOW § € OteMls o | dzde'd jlzglugsinfoimiatio®
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