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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Ibandronate sodium monohydrate
Kodog mpoiovrog : 201900168

1.2. Zuvageig mpocdloplopEVES P GELS TS 0VGILAG 1) TOV UEIYIATOS KU OVTEVOELKVUOILEVES Y PHGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodmTa (amd Tov 6TOHATOC), Katnyopio 4 H302
AGBpmon/epediondg Tov déppatog, kotnyopia 2 H315
ZoPapn opboiukn PAAPN/0@OaApucdg epebiopds, katnyopia 1 H318
Kapkwoyéveon, katmyopio 2 H351

To&wodmTa oV avamapayyn, enmpodcsetn Kotnyopia, EMOPAcELS ot yorovyic H362
1N H€c® ™G yarovyiog

To&wodmrta otV avamapayoyn, katmyopia 1B H360D
Emcivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 2 H411
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOopuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon 610 TEPLBariov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kvddvov (CLP) : ' : '

GHSO05 GHS07 GHS08 GHS09
[pogwomomtikn AéEn (CLP) : Kivdvvog
Ankaoceig emukivovvotntog (CLP) : H302 - Emproféc oe mepintmon kotdmoong.

H315 - TIpokodei epebiopd tov déppatoc.
H318 - IIpokalei coPopt opOarpkn BAGLN.
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

H351 -"Yronto ywo tpdkAnon kapkivov.
H360D - Mropei va BAdyet 1o Euppuo.
H362 - Mmopei va BAGyeL Ta BpEpn TTov TPEQOVTOL e PINTPIKO YAAOL.
H411 - To&wd yio Toug VIPOPLOVG OPYAVIGHOVG, HE LAKPOXPOVIES EMTTMOCELG.

Anidacelg mpoevraéng (CLP) : P202 - Mnv 10 ¥pnoipomomceTe Tpv S1oBACETE KOl KOTOVONGETE TIG 001YiES TPOPVAUENG.
P263 - Amopevyete TV ena@n 6N S1GPKELD TG EYKLUOGUVNG/YOAOLYING.
P301+P312 - ZE IIEPIIITQXH KATAIIOXHZX: KaAéote apéong 1o KENTPO AHAHTHPIAZEQN
1 éva yuatpo, edv arcbavieite adwbecia.
P308+P313 - XE ITEPIIITQXH ékbeong 1 mbovotntag éxbeong: Zvppovievdeite/Emorepheite
YTpo.

Zhpavon cOUPoV pe: eEapeitor 1 E6MTEPIKT GLOKELAGIN, TO TEPLEYOLEV TNG omtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP)

GHS08 GHS05

2.3. AALot Kivovvor

Agev vapyovv emmAEOV TANPOQOPiEg

TMHMA 3: XovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvayvopioTikog Koowkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Ibandronate sodium monohydrate - <100 Acute Tox. 4 (And tov otoéparog), H302

(ATE=500 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315

Eye Dam. 1, H318

Carc. 2, H351

Lact., H362

Repr. 1B, H360D

Agquatic Chronic 2, H411

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Meprypogn péTpov Tpatmy fonderiov

Tevikd pétpa TpmdTev Pondeidv : ITovete apécmg To onpeio mov pbe o emaEn Le To TPoidy, pe apBovo vepod.

Métpa Tpmtev Pondeidv puetd and eiomvon : Bydhte Tov maBovta otov kabapd aépa. Aenote To GTopo mov TPocPAOnke va avarvedoet kabapd
aépa. Apeom wTpikn mepifolyn Kot e181Kn aywyn, 6€ TEPITTMOOT AVAYKNC.

Métpa TpdTev Pondeidv pHetd omd enapn Le To dEp : KoBapiote ™ peyoiivtepn duvorn mocdtnto okovmilovtdg t (kabopd kot Ladakd amoppoenTikd

mavi). [TAovete pe dpbovo vepd kot amoppumavtikd. Zefydite pe yAopd vepd yo 15 Aentd. Edv o
£pefio oG ToL d€ppaTog eMUEVEL, GUUPOVAEVTELTE YLOTPO.

Métpa TpdTev Pondeidv netd and exapn He To LATIoL . Hemhovete pe vepd kpatmvtag ta PAEeapa kaid avorytd. Edv vrdpyovy gakoi emagng, apaipéote
TOVG, £POGOV givar evkoro. Zuveyiote va EemAévete. Xe mepintmon epebioudv, cupfovievteite
opBoApiatpo.

Métpa TpdTov Bondeidv petd amd Katdmoon : Hemhovete 1o otopo. Mnv mpokoieite épeto. Ewdwcr wrpikn) mopakoiovdnon. Evééyetar vo cuotn et

TOPATETAUEVT LOTPIKT TOPOKOAOVONGT.

4.2. TNRovTIKOTEPO. COPTTONATO KOL EMOPAGELS, AUEGES 1] LETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS . Ilpoxaiel eykavpato. BAGPeg otnv vyeia evoéyetat va epeaviotody pe kabuotépnon.
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ZOUTTOHOTO/ETOPACELS LETA 0T E1GTVON © Avenopkn dedopéva. Mmopel va tpokaréoel Aaydviacpa, aichnon Bapovg oto Bmpaka, epebiopd
GTO AOpd Ko fyo.

ZOUTTOHOTO/ETOPACELS HETA OO EMAPN LLE TO OEPUQL : Avenopkn dedopéva. EpvBpomra, movog.

ZOUTTOHATO/ETOPACES LETA OO EMOPT LLE TO LOTIOL : Avenopkn dedopéva. EpvBpomra, movog.

ZOUTTOHATO/ETOPACES LETA OO KOTATOOT : Eyxodpota tov BAevvoyovev Tov 6Topdyov Kot Tov eviépov. Ta cupmtdpato evoéyetat va givat

CaAn, kepaAadyiec, vouTio Kot OTMOAEL GUVTOVIGHOV.

4.3."Evd€1&n 0010601 TOTE AmOLTOOPEVIS GIECT|G LUTPUKIG PPOVTIdUG Ko E18WKN|G Ogparneiog

TopPovievbeite/Emokepbeite yiatpo. Eav eivor duvatd dei&te antd to pOAo acpodeiog, ki av Oyl, d&i&te T cuokevacio 1) Vv eTwkéta. Evepyn ovoia.
DopUOKEVLTIKO TPOTOV.

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLOG

5.1. IIvpocPestikd péoa
KatdAnia péoa mopdofeong . KovBéprta mupdoPeong.
5.2. EWd1koi T0mol EMKIVOLVOTNTAG TOV TPOKVITTOVY A6 TIV 0VGIw 1) TO peiypa

Kivduvog mupkayidg © BMre tpqua 2.2. Kivéuvog oynuatiopotd to&ikdv Kot Sfpotikdv agpiov.

5.3. ZvoTaosig Yo Tovg TupocPioteg

MéEtpa Yo, TV KOTOTOAEUNGT| TG TUPKOYLAG : Xpnowonowmote péco KotdoPeons katdAnia yio v nepipdilovoa TupKayid.

TMHMA 6: Métpa o€ nepintmon akovolag EKAvong

6.1. IpocomKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTMGIOG KON O100IKOGIEG EKTAKTNG AVAYKNG

Ievikd pétpa 1 Amo@Oyete TV QueCT) ETOQN LE TO TPOTOV. MnVv avanvéete
oKkovn/avabopdosis/aéplo/oTayovidi/ oTHoNy/ EKVEPOLATA.

6.1.1. T TpocOTKG GALO 07T TO TPOGMOTIKG EKTUKTNG AVAYKNG

Métpa EKTOKTNG OVAYKNG : Dopdte KOTGAANAO TPOGTOTEVTIKO POVYIGHO, YOVTLO KOL TPOGTAGIN Y10 TO. LATIOL KOt TO TPOGMTO.
6.1.2. I'a aropa mov TpocPipovy TPpATES fo10s1Eg

E&omhopndg mpoctaciog © BM\éne tunpa 8.

6.2. Meprparrovrikéc TPoPUAGEES

Agv vdpyovv emmAEOV TANPOEOPiEg

6.3. M£00dot1 kKot VAIKA Y10 6VYKPATI oM Kot KaBopiopd

MéBodot kabapiopod : Xryovpéyte, 611 Ta amoppipato 0o mepioLAleyodv Kot Oa amobnkevtodv acparéc. Kabapiote
TPOCEKTIKA. XPNGUOTOMOTE TO TPOIOV e TPOGOoyN. X VOGTIVO TEPPGALOV @ Alofp@Ticd Yo Ta
HATIOL, TIG AVOTVEVSTIKEG 0000G Kkat To déppa. ITAdvete Ta voAeippota Tov dev pmopeite va
AVOKTAGETE UE : AWGAD LA VTOYADPLOS0VG VOTPIov.

6.4. Ilapomopnn o€ drho TPpOTY

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xepiopog kon amrodnkevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPIONO

Emm\éov kivduvol katd v eneepyocio . Eg@uotdton eniong n mpocoyn tov xpiotn 6Tovg Thavong Kvahvoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV Ypnoomon el e TpdTo oL opileTar amd TIG KOTUCKEVAGTIKES TPOSLUYPAPES. X
V3aTvo TEPPAALOV @ Alafp@TUco Y10 TOL LATLO, TIG OVOTVEDGTIKEG 0000G KOt TO SEPLLAL.

IIpogurd&ers yio aopain xeplopnod : XpNoWonomoTe T0 TPOoidV Le TPOCGOXN. ATOPVYETE TNV GUECT| EXUPT LE TO TPOTOV. XTO HETPO TOV
Sduvato 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYAGTIPLOKT] XOOVT).
Métpa vytewvng : Xp1ion tov mpoidvtog e opdn Proumyavikn vyewn Kot dtadikacieg ocQoAeiog.
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

7.2. ZovOnkeg ao@arods pOLAENG, cupmepthapfavopivav Toyov acvpfototiTOV

Teyvikd pétpoa T Zoppopeodeite pe Tovg 1IoYHOVIEG KOAVOVIGHOVG.
Zovonkeg O aENG : dvldooeton KA mpévo.

7.3. Exducn) Tehucn} yprion 1 piosig

BAéne tpunpa 1.

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov
8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0eong ko froloyikég oprokés Tipég
Agv vrtdpyovv emmAéov TANpopopie

8.1.2. ZuvicTtdpeves drudikociss TapakorovOneng

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.3. Zynpatilovrar otoycio pHmaveng Tov aépa

Agv vapyovv emmAEOV TANPOQOPieg
8.1.4. DNEL xon PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.5. Tleproyés eréyyon

Agev vapyovv emmAEOV TANPOQOPieg

8.2. "Eheyyor £k0eong
8.2.1. Katdhinhot pnyavikoi £leyyot

Katariinior pnyavikoi éreyyon:
Awnpriote o KoAd eEoeptlopevo ydpo. XpnoYLOomoleite AmOKAEIGTIKA G KAEIOTN YOV He EVEOUOTOUEVO GiATpo. DikTpo aepocmUATISiV VYNNG
amoteiecpatikotrog (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpoocrtacio 0@pOap®V:
Ipootatevtikd yvold. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpocracia Tov déppartog:
Xpnowonoteiote Tpootatevtikd povyiopod yio ynukd. DIN EN 13034

Mpooctacio TOV yEPLOV:
ITpoctotevtikd yavtie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 00MOV

IpocTtucio TOV OVETVEVGTIKOV 00AV:

Ye nepintoon amekevbipmong okovng : pnhokes pe eidtpo yio okoves P3. DIN EN 140 & 149. Yypd mpoiov : Mdoko agpoidpatog. Popdte avamvenoTikn
GLGKELN O€ TEPITTOON £kBeoNG 6€ aTHODG/GKOVES/ 0EPOADLLALTOL

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko TapokorovOnon g neprfariiovroroykig £kOeong o Kivovvo

Agv vrdpyovv emmAéov TANpoeopieg
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

S

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Oopn : Aevioydet
Opto oopng : Mn dwbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn Swbéoo
Inueio Ppoaciov : Mn dwbéoo
Evpiextomta : Mn Swbéoo
Opra kKtvdOvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0plo expn&puotrog : Aevioydet
Inueio avapredng : Aevioydet
Bgeppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepatucodg (1) 1 Agv oyl
Awdvtomta : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O€ pelypa N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opieg 6YETIKA BE TIS KLAGELS QUOIKOD KIvdHVOU

Agv vdpyovv emmaAEOV TANPOYOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPAGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiES

Aev vdpyovv emmAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tunqua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 11: To&koroyikég TAnpopopisg

O&ela to&koTTaL (Ad GTOHATOS)
O&ela to&cotta (Seppatikn)

O&ela to&cotTa (avamvon)
AGBpwon kat epebiopdg Tov déppartog
ZoPapn opOoipkn PAaPn/epediopog

. EmPrapés oe mepintmon katdmoong.
: Mn ta&wopnpévog

: Mn ta&wopnpévog

. TIpokolei epebiopd tov déppatog.

. Tpokodei coBapny opOakpkn BAGRY.

EvaisOntomoinen tov avamvenstikov 1 : Mn ta&wopnuévog
gvaucOnTomoinem Tov dEPUTOG
MetoAhogryéveon YEVVINTIKAOV KOTTEPOV : Mn ta&wopnpévog

Kapkwoyéveon
To&wodmTa Yo v avamopayoyn

: Yronto yio mpdKAnomn Kapkivov.
: Mmopet vo BAayet o Bpéen mov tpépovtan e untpucd yoio. Mmopel va Brdyet to £uppvo.

Ewdu to&ucomrta ota 6pyava-ctoyovs (STOT) — © Mn ta&wopnuévog
epanag ékbeomn

Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn ta&wopnpévog
emavenupévn xbeon

Enucivduvotnto ovappdenong : Mn ta&wopnuévog

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd

Emucivduvo yio to vddtvo mepiBdilov, Bpayunpobesiog

(0&0¢)

Emucivduvo yio to vddtivo meptBdilov, pokponpobesiog

(xpdviog)

. Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
: Mn ta&wopnuévog

. To&wd 1o Toug VIPOPLOVG OPYOVIGHOVGS, HE LOKPOXPOVIEG EMMTOGELS.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmaAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 13: Xtovysio oyeTikd pe 11 ova0eon

Tomwr| vopoBesio (amdfinto)

. Koataotpéyte pe aopali TpOTo GOUEOVO e TOVG TOTIKOVS/ €0VIKOUG KOVOVIGHOVG.
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Ibandronate sodium monohydrate

Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacia arostomig OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEZ,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Meprypagn eyypdowv petagopig

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEZ, XTEPEEZ, E.A.O., 9, I1, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. TaEn/-e1g KtvdOvov KaTA TN PHETAPOPQ
9 9 9

14.4. Opdada ocvokevaciog

14.5. Mlgprfarrovtikny emKivovvéTyTO

Emcivéuvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidiiov: Not
MoAvopatikdg Topdyovtag yio To VOGTVO
neptBdAiov: Nat

Emicivduvo yia to mepifdAiov: Now

Agv vdpyovv emmiéov Srabéoiues TAnpoopieg

14.6. Exdwkéc TPpo@uAaEelS Yia Tov XpioTn

Eniyewo petagopa

Kodwog ta&wvopnons (ADR)

Ewdwég dataées (ADR)
Mepropiopéveg moodteg (ADR)
E&apovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewdwiég dataées ovokevaoiog (ADR)
Awtaéerg pektig cvokevaoieg (ADR)

Odnyieg yio opnTég deEAEVES KO EUTOPEVULOTOKIBOTLOL

x0onv (ADR)

Ewdwég drataéers yio popntég deapevés Kot
gumopgvpoToKBdTIe 0NV (ADR)

Kwdwog de€apevig (ADR)

Oynua yo petapopd de&apeving

Kamyopia petagpopds (ADR)

Ewwcés dratdéers yio  petagopd - Kora (ADR)
Ewwcés dratdéerc yio t petagopd - Xovdnv (ADR)
Ewwés dratdéels yio  petapopd - Doptwon,
ek@opTOoN Kot xepiopdg (ADR)

Ap1Bv avayvaopiong kvddvov (Képiep ApiBp.)
IoptokoAi dickot

M7

. 274, 335, 375, 601

: 5kg

© El

: P002, IBCO8, LP02, ROO1
PP12, B3

: MP10

: T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV

AT

: 3

: V13

: VC1,VvC2
CVv13
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Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kodwods mepropiopdv yio onpayyes (ADR) Do

peTAPOPaE péce Baraoong

Ewwm npopreyn (IMDG) 274, 335, 966, 967, 969
[epropiopéveg mosdteg (IMDG) . 5kg

E&ampovpeves mocodteg (IMDG) © El1

Odnyieg ocvokevaciog (IMDG) : LP02, PO02

Ewdwég dataées ovokevaoiog (IMDG) : PP12

Odnyieg cvokevaciog eunopevpatokiPotiov-deéapnevov : IBCO8

(kddwkag IMDG)

Ewwég datages IBC (IMDG) : B3

Odnyieg yio de&apevés (IMDG) : BK1, BK2, BK3, T1
Ewdwcég dratagers v de€apevég (IMDG) : TP33

ApBpoc EmS (Ivprayid) : F-A

ApBuoc EmS (Awppon) © S-F

Kotnyopieg poptiov (IMDG) DA

Amobnkevon kot yepopds (IMDG) © SW23

Evoépra petagopd

PCA E&apovpeveg mocotreg (IATA) © El1
PCA Tlepropiopéveg mocotteg (IATA) © Y956
Kabopn péyiom nocdtnra yia mepopiopévn mocdtnra. - 30kgG
EMTPETOLEVT] Y10 EXPOATYE AEPOCKAPT KAL Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPotnyd aepookaen (IATA) : 956

KoBapn péyiom mocdmta yio emPatnyd aeposkaen . 400kg

Ko Yo 0gpockden petapopds eoptiov (IATA)

Odnyieg cuokevasiog HOVO Yo AEPOSKAPT LETAPOPES : 956

poptiov (IATA)

Méyiot To6OTNTO. LETAPOPAS OTOKAELGTIKG 0T . 400kg

aepookden petapopds poptiov (IATA)

Ewwég dataéers (IATA) © A97, A158, A179, A197
Kwdwog ERG (IATA) © 9L

14.7. O@alacoieg peTa@opig yVoNy cdppmva pe Tic Tpaselg oo IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe THY 06QaLED, TNV VYEIX KOl TO TEPLPALLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev neprapfdaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 00£1060Tn61G)
Aev neprapfaveton oto Hapdaptnua XIV oo REACH (Katdloyog adet0d0tnong)

Kataroyos vroynorov ovetdv REACH (SVHC)

Aev neprapfdvetol otov Katdhoyo vroynemv oveiov REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnuépmon)
Aev epappodletart.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meplapfévetorl 6Tov KatdAoyo ovstdv mov e&acdevilovv to 6ov (Kavoviopog EE 1005/2009)

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 8/9



Ibandronate sodium monohydrate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Ko
™ XPpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovsia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovstdv vapketikdv (Kavoviopog EK 273/2004 oyetikd pe Tig mpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&ordynon ynpuiknig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTONOTOC)

Aquatic Chronic 2 Emucivévvo yia to vddrvo tepiparlov — Xpoviog kivévvog, kotnyopiog 2
Carc. 2 Kapkwoyéveon, katnyopio 2

Eye Dam. 1 Xopapn opOoiuy PAaPn/oeBaipkiog epebiopde, katnyopia 1

H302 EmPrapég oe mepintmon katdmoong.

H315 TIpokaiel epebiopd tov déppatog.

H318 TIpokaiel coPapn opBoipkn PAGHEN.

H351 "Yronto yio tpdAnon Kapkivov.

H360D Mmopet va pAGyet o Eufipuo.

H362 Mmopei va. BAGweL Ta. BpEen mov TpEpovTat e UNTpkd yoAa.

H411 To&id o Tovg VEPOPLOVG OPYAVIGHOVG, LE LAKPOYPOVIEG ETTTMOCELS.
Lact. To&wodTa 6TV ovamapoy®yn, ETmpochet Kotnyopia, ENWOPAGELG 6T YoAovyia 1) HEG® TNG Yolovyiog
Repr. 1B To&womTa 6TV avamapoy®yn, katnyopio 1B

Skin Irrit. 2 AGBpmon/epebiopndg Tov déppatog, kotnyopio 2

Aghktio Agdopévav Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6e avtd T0 deATio TpoépyovTal omd TYEG Tig omoieg Oewpovpe aiomiotes. [Topdha avtd, divovol
YOPIG Kapio yydmen, pnTn 1 appnTn, Yo TV akpifeld tovg.
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