A. ETUKET

HNH®OPMALUA, KOATO CE U3IIUCBA BBPXY ITbPBUYHATA OITIAKOBKA

Etuker 3a ammysa x 10 ml

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

ITATTABEPUH ATPOIINH pa3steop 3a umkekiuu 10 ml
PAPAVERIN ATROPIN solutio pro injectionibus 10 ml

| 2. CbABbP/KAHUE HA AKTUBHUTE CYCTAHIIUU

AKTHBHH CyOCTAHIIUM:
Papaverine hydrochloride 0.01 g/ ml
Atropine Sulphate 0.001 g/ ml

‘ 3. OAPMAIEBTUYHA ®OPMA

WHXeKIIMOHEH pa3TBoP.

‘ 4. PASMEP HA OITAKOBKATA

10 ml

‘ 5. BUJOBE )KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kone u kyuera.

‘ 6. TEPAIIEBTUYHU IOKA3AHUA

[Ipenu ynotpeba npoyeTn TUCTOBKATA.

‘ 7. METOJ 1 HAYNHU HA ITPUJIOKEHUE

[loaxokHO pUIIOKEHHE.
[Ipenu ynotpeba npoyeTu TUCTOBKATA.

8. KAPEHTEH CPOK

He e npuitoxxumo.
He ce paspemasa 3a ynorpeba mpu KOHE, YUETO MECO € MIPEeJHA3HAYEHO 32 YOBEIIKA KOHCYMAaIHS.

‘ 9. CIHHENUAJIHHU TPEAYHPEXJIEHUA, AKO E HEOBXOJINUMO

[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

| 10. CPOK HA TOJIHOCT

Tonen no {Mecery/roanxa}
Crnen oTBapsiHE, U3MOI3BAUTE TIPEIH. ...........



‘ 11. CHELOUAJIHM YCJOBUS 3A CbXPAHEHHUE

Ha ce cbxpansBa npu temmepatypa non 25 °C.
Jla ce ma3u OT CBETJIMHA.

[a ce cpxpaHsBa Ha CyX0 MACTO.

Jla ce ma3u oT npsKa CIIbHYEBA CBETIIMHA.

12. CHELOUAJIHU MEPKHU 3A YHUILIOXABAHE HA HEU3IIOJ3BAH NIPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

yHI/IHIO)KaBaHC: MMpOYCTH JIMCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA”
YCJIOBUA NJIM OT'PAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTmycka camo 1o JeKapcKo MpeAricaHume.

14, HAIIMUCDHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHU
3A JEIIA MECTA”

[a ce cpxpansBa aaned OT Morjie/ia U Ha HEIOCTHITHY 3a JIella MecTa.

15. HUME U NOCTOSHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

BETIIPOM A/,

yi. ,,Oten [Maucuii” Ne26
2400 rp. Panomup,
brarapus

‘ 16. HOMEP HA JIMLIEH3A 3A YIIOTPEGA HA BMII

Ne0022-1482

| 17.  TAPTHJEH HOMEP

[TapTuga Ne



HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytust 3a 5 ammynu x 10 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

I[MTATTABEPUH ATPOIINH pa3rBop 3a urmxekiuu 10 ml
PAPAVERIN ATROPIN solutio pro injectionibus 10 ml

‘ 2. CbABbP/KAHUE HA AKTUBHUTE CYCTAHIIUU

AKTHBHH CyOCTAHIIUM:
Papaverine hydrochloride 0.01 g/ ml
Atropine Sulphate 0.001 g/ mi

‘ 3. OAPMAIIEBTUYHA ®OPMA

MuxekunoHeH pa3TBop.

‘ 4. PABMEP HA OITAKOBKATA

5 ammynu x 10 ml

‘ 5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kone u kyyera.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

IIpn cnacTU4YHU CBCTOSHUS Ha TJIAJKOMYCKYJIHHUTE OpraHd, HpPU YPEBHH KOJHMKH (KaTapasHo-
cra3MaTuydHa M JIp.); IPU KPU3H, ABIDKAIIM Ce HA KaMbHU B OBOpelHTe W JIIbUKaTa, IpH Cla3MU Ha
KPBBOHOCHHTE CHJIOBE; IPH HHTEPMHUTHUPAIIO KylIaHe; TPH MOP(QHUHOBO OTpaBsIHE; IPH YCUIIEHA CEKPETIHs

Ha OpOHXHUAITHHUTE JKJIe3H; IPU HadaJleH abopT.
[Ipenu ynotpeba npoyeTn JUCTOBKATA.

7. METOJ 1 HAYMHU HA ITPUJIOKEHUE

IToaK0XHO NpUIIOKEHUE.
[Ipenu ymoTtpeda mpovyeTH JINCTOBKATA.

8. KAPEHTHH CPOKOBE

He e npuioxxumo.

He ce pas3pciuiaBa 3a yHOTpeGa IIpU KOHE, YUCTO MECO € IPEAHA3HAUCHO 3a KOHCYyMallus OT XOopa.

‘ 9. CIHEHUAJIHHU MPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO

[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

| 10. CPOK HA TOAHOCT

lonen no {mecery roauHa}



‘ 11. CHENUAJIHM YCJIOBUs 3A CbXPAHEHUE

a ce cexpansBa npu temmepatypa o 25°C.
Jla ce ma3u OT CBETJIMHA.

[a ce cpxpaHsBa Ha CyX0 MACTO.

Jla ce ma3u oT npsKa CIIbHYEBA CBETIIMHA.

12. CHELUAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA

yHI/IHIO)KaBaHC: MMpOYCTH JIMCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMmo 1o JeKapcKo MpeArniucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEAA U HA HEJOCTBITHU
3A JEIIA MECTA”

[a ce cpxpansBa jganed OT Morjie/ia U Ha HEIOCTHITHY 3a JIella MecTa.

15. HUME U NOCTOSAHEH AJAPEC HA TIPUTEXATEJISI HA JIMIIEH3A 3A YIIOTPEBA

BETIIPOM A/,

yi. ,,Oten [Mancuii” Ne26
2400 rp. Panomup,
boarapus

‘ 16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

Ne0022-1482

‘ 17. TMAPTHUJAEH HOMEP

[Maptuma Ne



B. JUCTOBKA



JIMCTOBKA:

I[MTAITABEPUH ATPOIINH pasreop 3a urxekuuu 10 ml
3a KOHE U KydJera

il HUME U IOCTOAHEH AAPEC HA ITPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JIMYHU

BETIIPOM A/,

yi. ,,Oten [aucuii” Ne26,
2400 rp. Pagomup,
bobarapus

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA TIPOAYKT

ITATTABEPUH ATPOIINH pastsop 3a urxekiuu 10 ml
PAPAVERIN ATROPIN solutio pro injectionibus 10 ml

3. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCOHUIIMEHTUTE

AKTHBHM CyOCTAHIUM:

Papaverine hydrochloride 0.01 g/ ml
Atropine Sulphate 0.001 g/ mi
ExcunnuenTu:

Water for injections
4, TEPAIIEBTUYHMU ITIOKA3AHUA

[Ipn cmacTHYHM CBHCTOSHHUS Ha DNIAJKOMYCKYJHUTE OpraHd, HpU YPEeBHU KOJMUKHM (KaTapajHo-
cra3MaTH4Ha | JIp.); IPU KPHU3H, IBIDKAIINA c€ HA KAMBbHU B ObOpEITe U *KIIbUKara; MpH clia3MH Ha
KPBbBOHOCHHUTE CBHAOBE; MPU HHTEPMHUTUPAIIO KyLaHe; NP MOP(QHUHOBO OTpaBsiHE; NPH yCUIIEHA
ceKpelusi Ha OpPOHXUAIHUTE JKJIE3H; IPH HadajieH abopT.

5. INPOTUBOIIOKA3AHUS

Jla He ce M3MOJ3BA MPU CBPBXUYBCTBUTEIHOCT KbM AKTUBHUTE CYOCTAHIIMU WMJM KBM HSAKOH OT
E€KCIUITHEHTHTE!

Jla He ce U3MmoI3Ba IMPY CHITHO NIPOSIBEHU YBPEKAAHUS Ha ChPACYHO-CHIOBATA CUCTEMA; IPU YBEINYCHO
BHTPEOYHO HaJISTaHE.

Jla He ce W3MOJI3BA NPU TaXWKapJUs BCICACTBHEC HAa THPECOTOKCHUKO3a U ChPJCYHA MHCY(PHUIMCHIINA,
HCXeMHs Ha MHUOKapia, OCTPH KPbBOU3IHMBH, TPHY MMAPATTUTHYEH HUIIEYC; MPU BOJIBYIIYC HIIM TOP3UO Ha
4yepBara; Py TeKKH yIEPO3HU KOIUTH; IIPH TEKKH YePHOAPOOHU 1 ObOpeuHH 3a00IsIBaHHUS.

6. HEBJIATOIIPUSATHU PEAKIIUN
BBB BHCOKH 7031 MPEAN3BUKBA JBUTATENIHA B30yaa, TPEMOp, TEPUOBE U TTapalin3a Ha JUIIAHETO.
AKo 3a0elexuTe HIKaKBU HEOJIarONpHUATHU PEaKIli, BKIIFOUUTEITHO U TAKWBa, KOUTO HE Ca ONTUCAHU B

Ta3| JUCTOBKA WJIM MUCIIUTE, Y€ BETCPUHAPHOMEIUIIMHCKUS MTPOAYKT HE paOOTH, MOJIS Ja YBEIOMUTE
Bamus BerepuHapeH Jiekap.



7. BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJIHA3ZHAYEH BMII
Kone u kyuera.

8. JO3UPOBKA 3A BCEKHU BU/JI 2KHBOTHO, METO/J1 1 HAYUHU HA ITPUJIAT'AHE

Ho3a:
Kone - 10 ml; xy4era - 1-2 ml.

HaumnH Ha NpHWI0KEeHHE
IToakoXHO NpUIIOKEHUE.

9. CBBET 3A ITIPABUJIHO ITPUJIIOKEHUE

Bunaru uznomsaiite IIATTABEPYH ATPOIINH pasteop 3a umkekiuu 10 ml rouno kakTo Bu e xazan
Bamus BeTepuHapeH nekap. AKo He CTe CHTYpHH B HEIIO, MONUTaliTe Bamms BeTeprHapeH jexap.

10. KAPEHTHH CPOKOBE

He e npuinoxxumo.
He ce pa3pemrasa 3a ynorpe0da npu KoHe, YHeTO MECO € MpeJHa3HauCHO 3a KOHCYMaIHs OT XOpa.

11. CHELHUAJIHM YCJIOBHUS3A CbXPAHEHUE HA MTPOAYKTA

Ja ce cpxpaHsiBa faned OT HOrJieAa U Ha HEAOCTHITHM 32 JIeLa MECTa.
[Ha ce cpxpansBa npu temmepatypa noa 25 °C.

Jla ce ma3u OT CBETJIMHA.

[a ce cpxpaHsBa Ha CyX0 MACTO.

Ja ce masu oT npsika cIpHYEBA CBETIIMHA.

12. CHELUAJIHM NPEAYTNPEXJIAEHUS

Crenpainy npeana3sHi MEPKH 3a BCEKM B )KMBOTHH, 32 KOUTO € npeanasHaued BMIT:
He e npuiioxxumo.

CrnenmanHy npeAnasHd MEpPKH 3a JHIATa, NpUIarainiy BETCPUHAPHOMEIWIMHCKUSA MPOAYKT Ha
KUBOTHUTE:
He e npuioxxumo.

BpemeHHOCT 1 JlakTanus:
He ce npenopbuBa IpuiaraHeTo My 110 BpeMe Ha OpeMEHHOCT.

IIpeno3upane (CUMOTOMM, COEITHU MEPKHU, aHTUIOTH):

B MHOro BHCOKHM 103M TOBHINaBa peduieKTOpHATa BB30YyIMMOCT — TPOSBABAT C€ TPU3HAIM HA
IICUXOMOTOPHA Bb30Y/a; CJIe]l TOBa MOTaT Jia HACTBIIST KIOHUYHO-TOHUYHH I'bPUYOBE.

JlumaneTo ce ycKopsiBa, 3€HUIIMTE CHUIIHO CE€ pa3IIupsBaT, ChpJie4HaTa JCWHOCT C€ Y4YecTsBa,
JUTaBHUINTE cTaBat cyxu. [lo-kbcHO ce HaOmroaaBa yraersBane Ha [{HC.

Mepku npu Ipeio3upase:

WmxekTupar ce MUI0KapIuHOB XUAPOXIOPUT WM PU30CTHTMHHOB CANUIMIAT npe3 15-20 MunyTH 10
H34e3BaHE Ha CyxoTara B ycrara. [IpoTuB 3aTpyJHEHOTO IMILIAHE CE NpUIaraT JUXaTelHu aHAICIITHLN
W MHXaJlalus ¢ KapooreH.

OCHOBHHM HECHBMECTUMOCTH




AHTI/IXI/ICTaMI/IHI/ITC, IMPpOKaMHAMHU BT, XUHUJIUHBT, MCIICPUANHDBT, 6eH30,ZII/IaSeHI/IHI/ITe, q)eHOTI/Ia?:I/IH'bT
ycuiaBar JIENCTBUETO Ha aTpoIIMHa U HErOBUTEC IIPOMU3BOIHU.

ATpOHI/IH’BT 1 HCT'OBUTC MPOU3BOAHU MOraT Ja yCUJIAT JICHCTBHETO Ha HI/ITpO(l)ypaHI/ITe, THAa3WHOBUTC
ANypeTUul, CUMIIATOMUMCTULIUTC.

MCTOKJ'IOHpaMI/II[’BT € AaHTaroHMUCT Ha aTPOIIMHA U HETOBUTEC ITPOU3BOJHU.

HpI/IMI/II[OH’bT, AU30IUPAMUABT, HUTPATUTEC, KOPTUKOCTCPOUAUTE MOraT 1a yCUJIAT HC6J'IaI‘OHpI/I$lTHI/ITe
PCaKIM1 Ha aTpOIIMHA U HCTOBUTC MMPONU3BOJHU.

13. CIEINUWAJIHA MEPKMU 3A YHUIIIO’KABAHE HA HEM3IIOJI3BAH TPOAYKT WJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba aa 6pAaT U3XBBPISIHU Ype3 OUTOBU OTNAABLM UM OTHAJHU BOAU.

ITonuraiite Bamwus BeTepuHapeH Jekap KakBo aa Inpasure ¢ HeHyxxHure BMIIL. Te3u mepku me
IIOMOT'HAT 3a Olla3BaHE HA OKOJIHATA CPeaa.

14, JJATATA HA ITOCJIEAHATA PEJAKIIUA HA TEKCTA

04/2023

15. JAOHNBJHUTEJHA UHOOPMALIUA

3a Bcska uH(pOpMANKs OTHOCHO TO3M BETEPHMHAPHOMEIMLMHCKH NPOIYKT, MOJS CBBPXKETE C€ C
TEpUTOPHUATHUS NIPEACTABUTEN Ha IIPUTEXKATENS Ha JIMIEH3a 3a yIoTpeoa.



