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HAPYYUNAL:
PenyGrninukmn chong 3a 3gpaBCTBEHO ocwrypawse, beorpag, yn. Jopana Mapuxiosuha 6p. 2,

Kora 3acTtyna B.4. anpekTtopa npod. ap Canwsa Pagojesvh Wkogpuh
MaTvunn 6poj: 06042945

Mnnb: 101288707

(y Aarsem TekcTy: Hapyunnay)

DOBABJbAY:
MEDIKUNION DOO BEOGRAD, Buwnuuka 57a, Beorpag, kora 3actyna auvpekrop OpeHka

Ansunh

MaTtuynm 6poj. 06967191
NWB: 100352764

(y aamsem texcty: [lobaereay)

,[laHaG i .10.2025. roanHe 3akmby4yjy

AHEKC OKBWPHOTI CNMOPA3YMA EP. 69-1/25
3A JABHY HABABKY AHTUTYBEPKYNOTWUUW NPBE NMUHWUJE
BP. JH 404-1-110/25-11
3ANAPTUWJE 1 N 4

NMPETXOOHA KOHCTATALIUJA

Hapyuunnay un [oBasrbau koHcTatyjy Aa cy Aana 05.06.2025. roguHe 3awbydunu OKsupHU
cnopasym 6p. 69-1/25 3a jaBHy Habasky AHTuTYGepxynotuum npese nuHuje, 6poj jasHe Habaske 404-1-
110/25-11, 3a naptvje 1, 2, 3, 4 1 5 (y farbem tekcty: OKBUPHW cnopasym).

Hana 26.09.2025. rognHe [obBasrbau je Hapyduouy ApocTtasmo obaseltterse O NPOMEHU
npounssofaya nexkosa koju cy npegmeTr OksBUpHOr criopadyMa 3a naptuje 1 — izoniazid, 100 mg n 4 —

etambutal, 400 mg.

dobasreay je y npunory csor obapeliTerba AOCTABUO OBEPEHW NPEBOA CYACKOr Tymada Ha
CPNCKM je3WK yNyTCTBA 3a NexoBe Koju cy npeameT naptuja 1 n 4 (PIL - Patient Information Leaflet),
KONWjy npepaTor saxveBa 3a yBO3 HEPEerucTpoBaHux nekoea U cepTudvkate [Jobpe npoussohadke

npakce (GMP) 3a HoBe npouasohade NpeagMeTHUX NeKoBa.

Ha ocHoBy focTaBrbeHe AokymeHTayuje yTBpheHo je Aa noHyReHn NekoBn HOBMX Npon3sohjaya y
CBEMY OAroBapajy 3axTeBMMa U3 TeXHUUKE cneundukalvje 3a NpeaMeTHY jaBHy Habasky 3a naptuje 1 u

4.

Ha ocHoBy npeTxoaHO HaBeAeHOr, a y cknafy ca TaukoMm 13 OkeupHor cnopasyma, Hapyuunay u
Hobaereau cy carnacHn ga 3awbyde AHekc OKBUMPHOr cCnopasyma, Kojum Ce BpLUK U3meHa rpunora 2
OxsupHor cnopasyma — Cneuudukalvja nekosa ca UeHama.

Crnoua 1 And



Ynan 1.

Y Taukm 17. OKBUpHOr cnopasyma Bpwu ce nameHa npunora 2 — Cneuudukayuja nekosa ca
LeHama, Tako WTo ce:

-y okeupy naptuje 1, 3a nek 3awTtuheHor Hasvea Isoniazid tablets BFP 100mg, y Konouwm
Jponzschay”, nopea nocrojeher, AoAaje Hasve Hosor npowasofaya, v 1o LUPIN LIMITED, A-
28/1, M.1.D.C, Industrial Area Chikalthana Aurangabad 431 210, Maharashtra State, India,
Chikalthana Aurangabad, 431 210, Indija";

-y okeupy naptuwje 4, 3a nek 3awrtuheHor HasuBa Ethambutol tablets BP 400mg, y KonoHu
,fiponssohay”, nopeq nocrojefher, Aoaaje HazuB Hosor npoussofjava, u to ,Svizera Labs Private
Limited, LOC-100027435, Plot No D 16/6, TTC Industrial Area, Navi Mumbai, 400703, India”.

MamerbeH npunor 2 - Cneuvdukaumja nekoBa ca UeHama Hanasn ce y npunory oBor AHekca
OKBUPHOI CRopaayMa ¥ YMHU Hberos cactaBHUW Aeo.

Unau 2.

Cse gpyre ogpeabe OksvpHOr cnopadyma ocTajy Ha CHaau OHaKo Kako rnace.

Ynan 3.

OBaj AHeKC OKBMPHOT CNopasymMa CaunibeH je y 2 (gBa) UCTOBETHA NPUMEPKa Ha CPCKOM jeanky
W TO 3a CBaKy CTPaHy NOTRUCHMKA aHeKCa OKBMPHOr CNopa3ymMa no jeAaH npumepac.

CacTaBHy geo oBor AHekca OKBUPHOT Cnopasyma je w.

Mpunor 2 ckeupHor cnopasyma - Cneuwdchvikaynja nexkosa ca LeHama

HAPYYUJALL: OOBABIbAY:
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Haane pobasrraua: MEDIKUNION DOO BEOGRAD

NIPUNOI 2 OKBUPHOT CNOPA3IYMA - CNELMOUKALWIA REKOBA CA LEHAMA

JABHA HABABKA AHTUTYBEPKYNOTUUW NPBE NIMHUJIE, BPOJ JH 404-1-110/25-11

Bpoj
napTuje

Ha3na naptuje

Wndpa neka

3awrtuhenn Hazne
neka

Mponasofjau

DapmMayueyTckm 06sux

Jauuua neka

Jeanunua mepe

Konuuuna

JeaunnuHa uena Ges

nge

Crvona NaB

izoniazid

N002337

Isoniazid tablets BP
100mg

Micro Labs Limited,

, 92 Sipcot industrial
Complex, t+iosur, 635126, India;
LUPIN LIMITED, A-28/1,
M.ILDC
Industrial Area Chikalthana
Aurangabad
431 210, Maharashtra State,
India,
Chikafthana Aurangabad, 431
210,

Indija

tableta

100 mg

tableta

22.800

14,39

10%

izoniazid

N002518

isoniazid Tableis BP
300mg

M/s Oxalis Labs, Village
Theda, P.O
Lodhimajra, Tehsil Baddi Distt.,
Sclan,

174101, Indija

{ableta

300 mg

tableta

246.204

1417

10%

pyrazinamide

NQO1347

Pyrazinamide Tablets
BP 400mg

M/s Oxalis Labs, Village
Theda, P.O
Lodhimajra, Tehsil Baddi Distt..
Solan,

174101, Indija

tableta

400 mg

tableta

303432

12.12

10%

etambutol

N001354

Ethambutol tablets BP
400mg

Cadila
Pharmaceuticals Limited, 1388
Trasad Road, Trasad
Road, Dholka, 382225, India;
Svizera Labs Private
Limited, LOC-100027435, Piot
No D
16/6, TTC Industral Area, Navi
Mumbai, 400703, india

tableta

400 mg

tableta

316.164

16,20

10%

streptomycin sulfat

NQO02865

Sulfato de
estreptomicina Reig
Jofre 19

LABORATORIO REIG JOFRE
S.A Avda. Gran Capita, 10,
Sant Joan Despi {Barcelona)
Spanija

prasak za injekciju

botica

14.000

1.123,00

10%




