KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA



{. HME HA JEKAPCTBEHUS IPOAYKT

BEKJIOMMJI 100 MukporpaMa/BnpbCKBaHe Crpen 3a HOC, CYCIEH3MA
BEKLOMIL 100 micrograms/actuation nasal spray, suspension

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BelIecTBO: GeKioMeTa30HOB aunponuoHar (beclometasone dipropionate)
Bcsika BpbckaHa no3a ceabpika 100 mukporpama OeKJ1I0MeTa30HOB JUINPOINHOHAT

[TomomHu BemecTBa: 3a MbJIHKUA CITUCBK HA [MOMOLLUHHUTE BELIECTBa BHXKTC TOYUKA 6.1.

| vigiibs iR UTEJIHA ATERLASE N0 NEKAPCTBATA
Crnipe# 3a HOC, CyCIEeH3H | (pame XPaKM@PUCMUKA Ha NPOGYKMa - [puAoeHue T
Bsina no noutu 6s1a, 6€31BETHA, XOMOI€HHA CYCIICH3HA. | ¢y p Poz. Ao /w / 90X T //
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4. KJIMHAYHH JAHHH J E970c L

3. JIEKAPCTBEHA ®OPMA

4.1 TepaneBTHYHH NOKA3AHHS OD0BDONIO N8 i gsssassissnsvins . ——

Bek/IoMIJI CrIpeii 3a HOC € MOKa3aH MpH NpoGHIAKTHKA H CHMITTOMATHYHO JICHECHHE Ha LICTOrOHIICH
1 CE30HEH aJIEPrHueH PUHHUT U BA30OMOTOPEH PHHMT.

4.2 Jlo3upoBKA H HAYHH HA NPHJIOXKEHHE

J103MpOBKA/4€CTOTa ¥ MPOABJDKHTETHOCT HA NPUJIOHEHHE

Bu3pacmuu u Oeya Hao wecm 200UUHA 6b3pacm

[IpenopbuMTeNHaTa 1033 € [ABE BMNPbCKBaHWA BBB BCAKAa HO3/pa BEAHBXK nHeBHO. [IbpBOTO
BIpbCKBaHe TPAOBa Jla ce HampaBH B ropHaTa 4acT, a BTOPOTO BIPbCKBAHE — B JIOJIHATA 4acT Ha
HocHaTa KyxuHa. O61ara JHeBHa 1038 OOMKHOBEHO HE TpaOBa Na nMpeBHIIaBa YETHPH BIPBCKBAHMA
(400 Muxporpama). 3a Mbj€H TEPANeBTHYEH Pe3y/iTarT € BAKHO JICKApCTBCHHAT NPOAYKT Ja ce
u3nonsea penosHo. Jlozara TpabBa a ce ajanTHpa KbM peXHMa Ha MalMEHTa M a ce pasiCHH, ye
0BJIEKYEHHETO HACTHIIBA CJIE]] JIeYeHHUe B NMPOAb/DKEHHE Ha HAKOJIKO IHH.

HauuH Ha NPUIIOKEHHE

BekaoMmu ce mpuiaara camo rpe3 Hoca. Ilpy Hanvyie Ha MPEKOMEPEH Ha3alleH CEKPET MM OTOK Ha
HOCHATA JIMraBMLIA € BB3MOXKHO JIEKAPCTBOTO Ja HE NOCTUrHE A0 JKEJAaHOTO MICTO Ha NEUCTBHE.
[Topaju ToBa HOCHT TpAOBa fa Obae 100pe NOYUCTEH NMPEaH H3NOI3BAHE Ha HasaTHUA cripei.

NonbAHHATEIHA HHPOPMALHS OTHOCHO ONIpe/e/IeHH HANIHEHTH

Bvbpeuna/uepnoopobHa HedoCmamuvyHoOCm
Hsama njaHHM.

Heya noo 6 2oouwna 6b3pacm
HsMa 1ocTaTh4yHO KIMHUYHHU JAaHHH 3a W3M0J13BaHe MpH Jela noa 6 roa1HH.

IHayuenmu 6 cmapuecka ev3pacm
Hsama paHHM.




4.3 IIpoTHBONOKA3AHHS

BEKJIOMUJI ¢ npOTMBONOKA3aH NPH MALHEHTH ¢ M3BECTHA CBPBXMYBCTBHTCIHOCT KbM HAKOA OT
CHCTABKMTE My M MECTHM BUPYCHH (Xepriec) i TyGepKyI0o3HH HHGEKLMH.

Ia He ce M3NOA3BA MPH ACLA oA 6 TOAXHHM.

4.4 Cuenuaius npeAynpexIeHns 4 NpeINa3HE MEPKH NPH yHoTpeda

[TogoGpeHHeTo NpH NEYCHHE Ha LENOTOAMIUHH H CE30HHH aNePrHiHH pHHMTH OOHKHOBEHO C€
3a6ea38a B PAMKHTE Ha HAKOJIKO AHHM CJie]l 3ano4BaHeé Ha TepaluiTa. Br3MOXHO € NpH HAKOH
ManyeHTH OOJMeKYaBAHETO HA CHMITTOMHMTE [Ji@ ce MOABH €lBa ciey ABE CCAMMHLM. Axo cnen
TpUCEAMHYHA YNOTpeda HAMa 3HAYMTCIIHO nogoOpeHHe NpH JEYEHHETO Ha CEeHHa Xpema H
LEJIOrOIHILHH PMHUTH, IpeycTaHosete ynorpebarta Ha BEKJIOMKIL

IMopaan MHXHOGHTOPHHA eDeKT HAa KOPTHKOCTEPOHAMTE BBPXY 3a8paCTBAHETO Ha paHH, MalUeHTHTE,
KOMTO HACKODPO C4 MMaJH S3BM Ha HOCHATA Mperpajfa, XMpypruiecka Hameca wiv TpaBMa Ha HOCA, HE
TpaGBa Ja H3MOA3BAT Ha3alHHA crpeit BEKJIOMMUJ], nokato paHuTe HE OTMHHAT.

IMpenu na usnonssare BEKJIOMWJL, tpsa6Ba na NpHIOKUTE MOAXOLAINO JICHCHHUE, B cmyvali e umare
uH}pEKUHH HA HOCHUTE IPOXOAU H NMapaHa3alHHTe CHHYCH, GenogpobHa TyGepKysno3a, HENEKYBaHH
rbOHYHH, MECTHH GaKTEPUAIHI WIH BUPYCHH HHOEKLMH, KAKTO H O4EH Xeprec CHMIUIEKC.

Tpa6Ba na ce BHUMAaBA NPH NPEMHHABAHETO HA MALMEHT OT CHCTEMHO JICHEHHE C KOPTUKOCTCROHAH
kbM neuerue ¢ BEKJIOMMIJL, ako ¢hUIECTBYBa HAKAKBAa MPUYMHHA Aa CC CMATA, HE TOH € C yBpeJcHa
dbyHkuMa Ha HanGBOpeuHara jie3a. Hapen ¢ ToBa, ¢ CHCTEMATHHHOTO JICHEHHE, npunaraHo npes
[eH, HAMAJIBA BEPOATHOCTTA OT NOTHCKAHE Ha XHIIOTANAMO-XHNOPH3HO-HanObOpeuHaTa QyHKLNA,
Tps6Ba Jia ce BHMMABa NPH NPEMMHABAHE OT CHCTEMHO JIEYEHHE C KOPTHKOCTCPOHIH KbM JIEYEHHE C
BEKJIOMWJL. B®3MoXkHAa € nosBa Ha CHCTEMHHM PpeakUMd MNpH HM3MNOJ3BAaHC HAa HA3alHA
KOPTHKOCTEPOMIH, OCOGEHO NMPH BUCOKH /103H, MPEANHCAHH 33 MPOAWDKHTENCH TIEPHON OT BpEME.
BepoATHOCTTA 3a MOSBA HA TE3H PEAKLMK € 3HAYUTETHO No-Maika OT Ta3u MpH H3NOI3BAHC Ha OpaJiHH
KOPTHKOCTEPOM/IH, KaTO TE3H peakUM¥ MOraT jia BapHpaT NpH OTACHHHTE NMALMCHTH, KakTo U npH
Pa3MYHHUTE KOPTUKOCTEPOUIHH Npenapary.

AKO TIPENOPBHUKTENIHATA 1033 HA HHTPaHa3alHO MPHUIIOKEHHE Ha 6exnoMeTasoH Obae NMpeBHUilieHa NpH
MaLMEHTH ¢ MHAMBUAYANHA  CBPBXYYBCTBHUTEJHOCT HJIH  aKO  MAUHCHTHTC NpUACOHAT
CBPBXUYBCTBHTETHOCT MOpajH JieUeHHe CbC CHCTEMHUW KOPTHKOCTEPOHIM, MOXE [lia Ce NOJIY4H
HaMaJIBAHE Ha CKOPOCTTA Ha pacTexa.

OT Ha3alHHTE KOPTHKOCTEPOHIM MOTAT 2 CE MOABAT CHCTEMHH PEAKIIHH, oco0eHO MpH BHCOKH JO3H,
NpeANKCaHY 33 MPOAB/DKHUTENICH NEPHOA OT BpeMeE. Te3n CHCTEMHH peakKLMH MOTaT ha BKIIOYBAT
CHHAPOM Ha KyLIMHI, KYWHHTOMAHH YEPTH, MOTHCKAHE dyukuuara Ha HanbwuOpeuHaTa dxnesa,
3a6aBsiHe B pacTexa fIpH Jielia H FOHOLLH.

CpobuaBaHo € 3a 3a0aBAHe B pacTexa NpH Aela HAL INSCT TFOAWHH, KOMTO H3MOJ3BAT HA3AIHA
KOPTHKOCTEPOHIN,

PERMITALHCHHC.
a0

CkopocTTa Ha pacTex Tpa6sa ja ce KOHTPONHpPA MpPH Aella, KOUTO Ca Ha MPOA: AR
Ako pacTexxsT ¢ 6aBeH, JEUCHHETO TpsaGBa Aa ObAe MpepasriiedaHo ¢ L OO0334¢ w AV
MUHHMAJIHATA JOMYCTHMA 3a peryaupaHe Ha CHMIITOMHTE.

3a aeua o WecT NOAHHH HAMA JOCTaThYHO KNHHHYHH J3HHH 32 yrotpe0da.



Bunpeku ye B noseuero ciyqan BEKJIOMHWJI koHTponnpa Ce30HHHTe anepriyii pHHHUTH, NOHAKOr
MO3KE 12 C€ HAMIOIKH CBHITBTCTBALLO JISYCHHE 3a HEYTPAIN3HPAHE Ha CHMIITOMHTE NIpH O1HTE.
IIpunaraHeT™o Ha BHCOKH JIO3H OT JIEKAPCTBOTO MOXE Ja AOBele 10 MOTHCKAHE ¢yHKUMATA Ha
xunoranamo-xunoduzno-Handvopeunara oc (HPA).

4.5 BiammoneiicTBHE ¢ APYrH JeKAPCTBEHH BPOAYKTH H APYrH GOpMHE HA BIaHMOJeHCTBHE

He ca cbo0111aBaHH.

Onpenenedy MaltHeHTH
Hama HATHYHY JaHHH.

[TenuaTpy4Ha noMynaLms
HaMa HaJIMYHH OaHHH 34 Jeua oA eCT roauHH.

4.6 MepruauTer, GPEeMEHHOCT H KhpMeHe

O0mH npenophLKH
Kateropus nexapctsa npH SpemenHu: C.

KenH ¢ AeTepoaecH MOTeHNHA/KOHTpanennys

Hsma NOCTATLYHO HATHYHHK JAHHH OTHOCHO ymoTpebaTa Ha OEKNOMETa30HOB JUITPONMOHAT MPH KCHH
¢ JAeTepo/ieH MOTEHLMAad H 33 e(eKTHTe BbpXy HaYHHHTE 3a KOHTPALICIILHA. H3scnensaHuara mnpH
SKHBOTHU MOKA3BAT, Y CHIIECTBYRA PENPOAYKTHBHA TOKCHYHOCT (BX. pasaen 5.3). lloTeHuHaTHUAT
PHCK 32 YOBEKA HE € H3BECTEH.

bpemeHHOCT

JTMncBaT AOCTATHYHM AOKAa3aTeNcTBa 3a 6e30MacHOCTTa Ha M3NoN3BaHe Ha OEKIOMETasOHOB
nunponuoHar npy OpemeHHH. Ilpu u3cnensaHus 3a penpoayKUHATA NPH XKHBOTHH €a HabmopapaHu
TUNUYHH CHIHM HEONAroNpUATHH PeaklMi €AMHCTBEHO CJIe]l W3jlaraHe Ha BHCOKH CHCTCMHH HHBA Ha
KOPTHKOCTEPOAH. JIMPEKTHOTO MPHIOKEHHE B HOCA rapaHTHpa MHHUMAJHO CHCTEMHO H3J1araHe.
TIpHIOXKEHHETO HA JIGKApCTBA MO BpeMe HAa OpeMEHHOCT CNeiBa Ja CE B3EMa NPEABHI CaMo aKko
OYAKBAHATA M0J13a 3a MalKkarTa e no-royigMa OT Bb3MOXKHHA PHCK 3a fUioaa.

KnpmeHe
[Tpuema ce, ue GekJIOMETa30HOB AMITPONIHOHAT C& CEKPETHPa B MIIIKOTO, HO BEPOATHOCTTA 34 HAIM'IHE

Ha 3HA4YMMH HHBAa B KbpMaTa MPH AMPEKTHO MpUiaraHe B HOCA € MHOTO Malka. TTpy H3NON3BaHE OT
KbPMCHIK JKEHH BEPOSTHHTE YBPeXJAHUA Ha MaHKaTa W JeTeTo TpsiOBa Aa OBJAT CHNOCTABEHH C
TEPANEeBTHYHHTE 013K, KOUTO ile ObOAaT MONYUEHH.

DepTHAHTET
Hsama jaHHH.

4.7 EdexTn BbpXy cnocobHocTTa 3a modupane u paboTa ¢ MAIIBHE

He ca ¢p0o01aBaHH.

4.8 Hexenann JEKAPCTBCHH PCaAKIHA

JTAHHWTE OT KIMHUYHH U3ITHTBAHUA YCTAHOBABAT MHOIO YECTH, YCCTH M HEUCCTH PCaKilii, Penkure H
MHOTO PeJIKH peaKLiHH OOHKHOBEHO Ca OMIM YCTAHOBEHH HPE3 NaHHH OT --""'“"""'* [pu
Onpe/eNsHE HA HECTOTATA HA HEXENaHUTE JIEKAPCTBEHH PeaKLMK CTENCHUTE B JF il 20

m1aiie6o He ca B3€TH T0J BHUMAHHE, Thi KaTO Ca CPaBHABAHH ChC CTCTICHHTE/FI
Ha JIEUEHHE ¢ aKTHBHO BELIECTBO.

Knacudyxauuara Ha Y€CTOTATa € CICHATA!



Muoro uectu: >1/10.

YecTn: =>1/100 u <1/10.

Heuectu: >1/1 0600 u <1/100.

Penxu; >1/10 000 1 <1/1 000.

Meuoro peaku: <1/10 000.

C HeH3BECTHA YecToTa (HE MOraT Ja 6bJaT U3UKCIEHH IPH HATHYHHUTE JaHHH)

Hapymenus Ha HMYHHATA CHCTEMA

Yecru: o6puB, ypTHKApHAS, CHPOEK, EPUTEM.

MHOro pefKH: peakLMH Ha CBPbXYYBCTBHTEIHOCT, BK/IIOYBALIH oOpHBH, YPTHKapHi, ChPOEXK, epHTeM,
OTOK B OYHTE, JIMIETO, YCTHUTE HW TIBPJIOTO, aHadHnaKTONIHK/aHaPHIAKTHYHN  PEaKlHH,
OpOHXOCTA3BM.

Hapymennd 5a HEpBHATA CHCTEMA
UecTH: ycelaHe 3a HEMPHATEH BKyC, HEITPUATHA MHPH3MA.

3puTesind HAPYIICHHAS
MHOTO PEAKH: IMIayKOMa, MOBHUIIEHO BbTPCOYHO HAJIATAHE, KaTapakTa.

PecnupaTOpHH, FPHARY H MeIHACTHHANHH HAPYIICHAR
YecTH: eMHCTAKCHC, CYXOTa H JIpa3HeHe B HOCA H I'bPJIOTO.
Muoro peaku: nepdopauus Ha HOCHaTa nperpana.

Cpo0iaBaHe Ha MOIO3HPAHK HEXCNIAHH PEAKIIMH
Cpo61aBaHeTO Ha NOAO3IHPAHH HEXe/IaHH PeakUyH cie/l paspellaBaHe 3a ynorpeGa Ha I€KapCTBEHHA

NPOAYKT € BaykHO. TOBa MO3BONABA a MPOABIDKH HaGMIOAEHHETO Ha ChOTHOLUEHHETO TON3a/PHCK 3a
NeKapCTBEHHs NPORYKT. OT MeJMUMHCKMTE CHelUManHcTH C€ HW3NCKBa Aa cpo0iaBaT BCAKa
[OC3HUPAHA HEXKENAaHA Peakiys Ype3 HALMOHAIHA CHCTEMA 34 choOllIaBaHE KbM:

HM3mpauyaTe/IHaTa areHUuMA Nno JeKapCTBaTa

yn. " Jamau [pye”, Ne&

1303 Codus

Tein.: +3592890 34 17
yebcaiiT: www.bda.

4.9 Ilpeaosmpane

EnuHcTBeHHAT BpeflieH edexT, KOHTO cfeapa OT HHXANMMPAHETO Ha MO-TOJEMH KONNYECTBa OT
NIEKApCTBOTO 32 KpaTbK MEpHOX OT BpeME, € MOTHCKAHE GYHKLMATA HA XHMIOTATAMO-XHIO(H3HO-
HanGb6peynata Qynkuma (XXH). He e HeoOXOAUMO MpeANnpHeMaHeTO Ha HHMKAaKBH CHCUHAIHH
crewnd Mepku. JleueHuero ¢ BEKJIOMIII TpabBa Ja ce MPOABL/UKH C MpenopbYMTE/IHATA 1033.
DyHKLMATA Ha xunoranamo-xunodusHo-Hanos6peutnata ¢pynkuus (XXH) ce pp3cTaHOBABa 32 AeH
HIH ABa.




5. OAPMAKOJOIHMYHHA CBOUCTBA

5.1 dapmMakogHHAMHYHH CBOHCTBA

@apMaKoTePaNeBTHYHA TIpyna: ACKOHINECTAHTH W JpPYTH Ha3alHH MNpenapaTd 3a JIOKalnHo
IPUNOKEHHE, KOPTUKOCTEPOHKIH.

ATC xon: RO1ADO].

MexaHH3bM HA JEHCTBHE
Beknomerazon 17, 21-nunpormoHar (BDP) e nponekapcTso ¢bC ¢nab aQHHUTET 3a CBBP3BAHE C

MMIOKOKOPTHKOMAHKMA peuenrop. Toli ce Xxuaponu3upa 4pe3 €CTepas’HM CH3MMH B AaKTHBEH
metabonureH OGexnomerazon-17-moHonponuonar (B-17-MP), ko#ito HMa CHJIHO JIOKalIHO
NPOTHBOBB3NAIMTETHO ACHCTBHE.

dapmakoaHaMHUYHH EQEKTH

Cnen noxkanuo npwiokeHMe Ha BDP ce monyyaBar CHIHM [NPOTHBOBB3NAIHTEAHH H
Ba30KOHCTPHKTOPHH ¢¢eKTH. BexnoMeTasoHOB IHMNPOMHOHAT Ipejvlara IpeBaHTHBHO OCHOBHO
NeYeHHe Ha CeHHA Xpema Mpead MmpoBokHpaHe Ha amepruu. Cnen penosHa ynorpeba BDP Moxe ga
NPONL/DKM Aa NPEAOTBPATABAa MOBTOPHATA I10fBA HA CHMITTOMMTE Ha aJEprud, KaTo Hamalisa
YYBCTBHTE/THOCTTa Ha HOCOBHTE MEMOPaHH.

5.2 dapMaxkoKHHETHYHH CBOHCTBA

Abcopbuns
Cnes MHTpaHa3anHo npunoxeHue Ha BDP Gemre ouenena cucremHata abcopOums, karo Osxa

M3MepeHH KOHLEHTpaUMHTe B IUla3MaTa Ha aKTMBHMA My Merabonur B-17-MP. AGcomoTHara
6HOHATMYHOCT Ha TO3HW AKTUBEH METABONMT Clell HHTpaHasalHO npuioxkeHde e 44%. Cnen opanxo
npuioxkenne Ha BDP cucremHara aGcopbumsa cwmio Oewie oOueHeHa, karo Oelle H3MepeHa
KOHLEHTPALHATA B [U1a3MaTa Ha akTUBHKA My MeTabonnt B-17-MP. AGconiorHara OHOHaNHYHOCT Ha
B-17-MP cnen opanHo npwioxeHue € 41%.

Paznpenenexue
THKAaHHOTO pasmpeneeHue B crabunHo ceerosHUe 3a BDP ¢ ymepero (20 1), HO e no-eKCTeH3HBHO 34

B-17-MP (424 1). Crpp3BaHeTO ¢ IU1a3Ma-NPOTEHH € YMePEeHO CHIHO (87%).

buotpaHchopMaLna

BDP ce u3uncTBa MHOro 6Bp30 OT LHPKYNALMATE U MUIA3MEHHTE KOHUEHTPALHH €A HA HCRXOJTOBHUMMH
HuBa (<50 pg/ml) cnen oparHO WIH HHTpPaHa3amHO Ao3upaHe. MeTaboNM3HpaHeTo Ce MOCTHra Ypes
ecTepasHH €H3MMH, HAaMMpalld ce B TOBeYeTO TBhKAHW. OCHOBHHAT MPOAYKT OT BDP
meTaGonusupaHero e 6exnomera3oH-17-moHo nponroHat (B-17-MP), HeroBHaAT aKTHBEH MeTaboNHT.
BexoMerazon-21-moHonpononar (B-21-MP) u xuapokcunupauuar Oewntomerason (BOH) ce
MOMY4ABAT KATO MAJKH aKTHBHH MeTabonMTH, HO MHOTO MAJIKO OT TiAX y4acTBaT B CHCTEMHATa

UMPKYJIaLuA.

EnuMHHHKpaHe
Enumunupanero Ha BDP u B-17-MP ce xapakrepusnpa ¢ BUCOK MIa3MEH KAHPBLHC ChC CHOTBETHA

TepMHHANHA (a3a Ha eTMMHHPaHe Ha NoTyXHBoTH 3a 0,5 yaca H 0,7 uaca. Cien opamHO NPHIOKEHHE
Ha BDP npu6nusurenno 60% ot nosara Oemle M3XBBpJiCHA ¢ U3NPOKHEHHATA B PAMKHTE Ha 96 yaca
rnaBHo noa dopMara Ha CBOGOAHM H KOHIOTMPARH MOJAPHH METabOJHTH, Ipubmzuzeato. 2% or
no3zara Geile W3XBHpIeHa moj ¢opMara Ha CBOOOJHH M KOHIOTHPaHH INONAPL: /:'9 ) IRATDNNE

ypuHara. Bs6peunust kiaupbHe Ha BDP e ¢ npeHeOpekuMo HUCKO HHBO. ‘

5.3 Ipeaxanarayal AanBH 3a OesonacHoCT



Hama naHHHu.

6. GAPMALEBTUYHM NAHHH

6.1 CoHcbK HA DOMOIIHHTE BELIECTRBA

MHKpOKpHCTaJIHA LIy 103a/KapMeNio3a HAaTpHH
be3soaHa rimoko3a

deHuneTus akoxon

Hatpues eperar

[Tonucopbar 80

Kanues copbar

KoHuerpHpaHa coJIHa KHCEJIHHA

HaTtpueB XMAPOKCHA

[TpeurcTena Boaa

6.2 HecnbBMecTHMOCTH
HenpunoxKHUMo

6.3 Cpox Ha roiHOCT
3 rogusHM

He w3nonsBaiite TOBa JEKAPCTBO CeJ CpOKa HA rOHOCT, OTOENA3a8H BEPXY KAPTOHEHATa OMaKoBKa.
CpoOKBT Ha FOFHOCT OTTOBAPs Ha MOCJICAHHUA JE€H OT NOCOYCHH MECELL

6.4 CoenuHannu yCcJOBHS HA ChbXpaHeHHE

Ila ce cpxpaHaBa nipd TemMneatypa noa 25°C.

6.5 Bua u cbABPXKAHHE HA ONIAKOBKATA

TuMmua cTokieHa Gytunka (knac III), ¢ BMectumoct 30 ml, koaro ceabpxa 200 BNpBECKBaHHUA OT
nexkapcreeHata GopMa, H 3aTBOpeHa C Gsla, IUIACTMACOBA MOMITA ChC CHH MPBLCTEH 3a OTBApSHE H

HasaJIeH aruTHKAaTop.
6.6 CnenuanHyi npeAna3HH MEPKH NpPH HIXBBPASHE

Heu3non3BaHusT JIEKAPCTBEH MPOAYKT WM OTNaIbYHHTE MaTEpHAIM OT HEro TPAOBa fa CE UIXBBPIIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. IPUTEXXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

BOPJAI METUCHHE EBPOIIA EOOJ]
6yn. Cumeonoscko woce 130, er. 3

1700 Codus
brarapus

8. HOMEP(A) HA PA3PENIEHHMETO 3A YIIOTPEBA
Per. Ne 20190291

wAET LW
9. JATA HA ITbPBOTO PA3PEIIABAHE/MIOXHOBSBAHE HA PASRESIHHARLS1A

YIIOTPEBA C

A W
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JlaTa Ha MBPBO pa3peilaBaHe:.
Jata Ha NOCNEAHO NOAHOBSABAHE:

10. TATA HA AKTYAJIMZUPAHE HA TEKCTA
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