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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Valsartan

Kox Ha mpoaykra : 201600950

CHHOHUMH : Valsartan, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHNS, AHAIM3H U HAYYHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

ToxcuuaHoCT 3a penpoxykiusara, Kareropus 2 H361d
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebaaronpusitiu pu3nKoXuMuyHu epeKTH 1 HeOJIArONPHUATHH e()EeKTH 32 3IPABETO HA YOBEKAa H OKOJIHATA cpeja
Onpe/:[enﬂﬂe 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) . H361d - lIpeanonara ce, ue yBpexaa Iwioja.
Ipenopbku 3a 6e3omacuoct (CLP) . P202 - He u3monsBaiite mpeau qa cTe MPOYeIn U pa3dpain BCHIKU MPEIIa3Hi MEPKH 3a
6e30acHOCT.

P308+P313 - [1PU siBHa win mpemnoiaraema ekcro3umus: [loTbpcere MeUIMHCKH CHBET/TIOMOIIL.
ETukeTHpaHe B ChOTBETCTBHE C: U3KIIIOUEHHUS 3@ BBTPELIHM OMAKOBKH, KOTaTO ChIbPXKAHUETO He mpeBumasa 10 ml
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Valsartan

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

ITnxrorpamu 3a omacuoct (CLP)

GHS08

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

PA3JIEJI 3: ChreraB/mH(pOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Valsartan - <100 Repr. 2, H361d

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a 0IacHOCT: BX. paszen 16

He e npunoxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

H’pra TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MaKCUMaJIHO 4YpE3 Pl36’prBaHe (C YHCTa 1 MCKa IIoIIUBala K’bpl'la).
H’pra TIOMOII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YMTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXkap © Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha ITOXapu . )Ia C€ U3I0JI3BaT CPEACTBA, INOAXOAAIIH 3a rAaCCHE Ha II0Kapu B CBCEIACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a mepcoHa1, KOHTO He OTrOBapsi 32 CHEUIHH CJIyYan

ABapHﬁHPl IJIaHOBE . I{a ce n30srBa BCIKAaKBa U3JIMIIHA CKCIIO3ULIHA.
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Valsartan

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMa].II/Iﬂ

Hsima HanmuHa JOMIBIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa nonbiHUTENHAa HHGOPMALUST

3JEJ O0pa0oTKa U ChbXpaHeHne

Hsima Hanu4Ha qONBIHUTENHA UHYOPMALHS

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

Bumx maparpag 1.

T HA eKCIO3UIUSITA/JINIHI npeanmasHu cp

8.1.1 HanmoHaTHH TPAHUYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHHOCTH

Hsawma mamuuaa JOMBJIHUTETHA I/IH(i)OpMaJ.II/ISI

8.1.2. IlpenopbYHTETHH NPOLEIYPH 32 HAOII0JeHHe

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3/yXa

Hsawma manmuunaa JOMBJIHUTETHA I/IH(i)OpMaIII/ISI

8.1.4. DNEL u PNEC

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsawma mamuanaa JOMBJIHUTETHA I/IH(i)OpMaIII/ISI

8.2.1. Ioxxoasi TEXHUYECKH KOHTPOJI

Tloaxoasinn TeXHNYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B /:[06pe TIPOBETPUBO MOMCIIICHUEC. OOHKHOBEHO CE€ M3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUIALAA, TAKa U BEHTUJIallUAg Ha 06H.IOTO
IIOMCUICHHUEC.

8.2.2. JIMYHHU NpeIna3Hu CPeACTBa

8.2.2.1. 3amuTa HA OUMTE U JINIETO

Hsma HanuyHa noneiHUTENHA HHGOPMALUST
8.2.2.2. TIpeana3BaHe HA KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jlaboparopna npecTuika
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Valsartan

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

3amuTa Ha pbLETE:
3aIUTHY PHKaBULIU

8.2.2.3. 3amura Ha AUXATEJHHTE IbTHINA

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3HIMSITa B OKOJIHATA cpea

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XUMHYHH CBOMCTBA

9.1. Mudopmauusi OTHOCHO OCHOBHUTE (PUBHYHM U XMMHYHHU CBOiiCTBA

ArperatHo ChCTOSIHHE : TBBpIO BELIECTBO
st . He e namuuno
BrbHuieH Bux © Ilpax.

Mupuc © He e Hanuuno
I'panuuara Ha Mupuca © He e Hanuuno
Touka Ha ToneHe : He e Hannuno
Touka Ha 3aMpb3BaHe © He e Hanuuno
Touka Ha KuTIeHE : He e Hanmnuno
3ananuMocT : He e Hanmnuno
I'paHuLM HA EKCIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pas3yiarane : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hanuuno
pH © He e Hannuno
pH pastBop © He e Hanuuno
Buckosuter, KuHEMaTHueH : He e npunoxumo
PasztBopumMocCT : Boma:<0.1g/l
Koedunuenr Ha pasnpeznenenue: n-okranon/Boga (Log  : He e HanuuHo
Kow)

Hansrane Ha napure © He e Hanuuno
Hansrane na napure npu 50°C © He e Hanuuno
ITnbTHOCT : He e HanmuunO
OTHOCHUTeNNHA ITBTHOCT : He e Hanmuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactuimre . He e naninuno

9.2. Ipyra undopmanus

9.2.1. Hudopmanusi BbB BPb3Ka ¢ KJacoBeTe HA GU3MYHA ONACHOCT

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

9.2.2. JIpyru XapaKkTepHCTHKH 32 0€3011aCHOCT

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/IH

T U PEAKTUBHOCT

10.1. PeaknmoHHA CIIOCOOHOCT

Cra0uiieH Ipy HOPMaJIHU YCIOBUSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaL[I/ISI
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Valsartan

HNudopmanmoneH aucT 3a 6€30MacHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

He e uszBectHO.

Hsima Hanu4Ha qONbIHUTENHA UHOOPMALIHS

Hsma npu Hopmania ynotpe6a. Buokre Pasmen 7.

HpPI 3arpsiBaHe 0 TOYKAaTa Ha pasrpakaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3JIEJI 11: Toxkcuko

rH4Ha uHopmanus

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMILIBAHE)

He ce knacudunupa
He ce knacudumupa
He ce knacudunupa

Valsartan

LDS50 opanHo mrbx

> 2000 mg/kg

KoposusHocT/ipasHeHe Ha koxxaTa
CepHO3HO yBpex/IaHe Ha OUHUTE/IApa3sHeHe Ha OUUTE

CeHcUOMIM3AIUS HA IUXATEIIHUTE IIBTUINA HIIH KOXKaTa

MyTareHHOCT Ha 3apOJUIIHUTE KIETKU
Kanneporennoct

TOKCHYHOCT 3a pEeNpoIyKIHATa

CTOO (cnenu¢pnyHa TOKCHIHOCT 3a ONPEIETCHI
OpraHy) — eTHOKPATHA eKCIO3HIHS

CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEIEIICHN
OpraHu) — TIOBTaPSIIA CE EKCIO3UIHA

OnacHocT TIpA BAXIIIBAHE

He ce knacu¢unupa (JIuncpaum ranHm)

He ce xnacudunupa (JIunceamm nanxm)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HaIMYHHUTE JAaHHU HE Ca M3IBIHCHU KPUTEPHUTE 32
KIacuHIIpaHe)

He ce xnacudunupa (JIunceammy nanam)

He ce knacubumupa (Jlunceamm ranHm)

Tpeanonara ce, ye yBpexaa mioja.

He ce xnacudunupa (Jlanaure ca yoequTenHu, HO HEOCTATHYHY 3a Ja Ce HaIPaBU KIaCH(HUKAI)

He ce knacudumpa (Ipyru ykazauus: OcTpa TOKCHYHOCT)

He ce knacuduimpa (Bb3 0cHOBa Ha HATMYHKUTE JAHHH HE Ca U3ITBJIHCHN KPUTEPUHTE 3a
KIacHpHIEpaHE)

Hsima HanmuHa JOMBJIHUTETHA I/IH(l)OpMaIII/I}I

PA3EJI 12: Exosioru4uHa uHgpopmanus

Exonorus - o0mo
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa)
OmnacHo 3a BOJHATA CPeJia, ABJITOCPOYHA (XPOHUYHA)

He npesicrapisiBa KOHKPETHA ONACHOCT 33 OKOJIHATA CPEfia.
He ce xnacudunmpa
He ce xnacudunmpa

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/Iﬂ

Hsima HanmuHa JOMIBIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JONIBIHUTEIHA I/IH(I)OpMaI.II/ISI
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Valsartan

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

PA3JEJI 13: OGe3Bpe He HA OTHAAbLHTE

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.[I/ISI

PA3/IEJI 14: Wn¢dopManusi 0THOCHO TPAHCIIO

B crotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHUKAIOHEH HOMEP

He e npunoxxumo ‘ He e npunoxumo | He e npunoxxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha OACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnaxkoBb4Ha Tpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJTHATA Cpefia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsawma JOMBJIHUTEC/IHA HAJTHYHA HHq)OpMaI.IPISI

CyxombTeH TPaHCIOPT
He e npunoxumo

Tpancnopr o mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxxumo
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Valsartan

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenu¢uyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypea6a/3aK0HOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3IPABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cniucsk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuMBH OPraHuYHU 3aMbPCUTETH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimuchKa ¢ BelIeCTBa, KOUTO HapymIaBaT 030HoBuUs caoil (Permament EO 1005/2009): Valsartan

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeiaraneto Ha nasapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopUTe HA HAPKOTHYHH BemecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BAaHHU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHH MM IICHXOTPOIIHH BEIIECTBA)

15.1.2. HaumonaHu pasnopenou

Hsima Hanu4yHa ZOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

IIbaen Teker Ha H- 1 EUH-npexynpeskaennsTa 3a omacHocT:

H361d IIpennonara ce, 4e yBpexxaa mioaa.

Repr. 2 TokcuuHoCT 3a penpoaykuusTa, Kareropus 2

Nudopmanuonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MupopMaImoHeH IucT 3a 0€30acHOCT, € HOoydyeHa OT U3TOUHUIIN, KOUTO CMATaMe 3a

HaaCKIHHA. B'bl'lpCKI/l TOBa, I/III(I)OpMélIIl/IﬂTa Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa uin I'l()ﬂp‘dfﬁGl/lpilIlI‘d ce, OTHOCHO HeiHaTa KOPEKTHOCT
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