JTEP2KABHA CJIYKBA YKPAIHU 3 JIKAPCHKHNX 3ACOBIB
(Tepanikcayx6a YKpainu)

100420050 0153 /00 15/5HPMP/ 0~ 194

BIUCHOBOK
[1{O;10 TIIITBEPKEHHS BIJIIOBIIHOCTI BAPOBHUIITBA
TIKAPCBKMX 3ACOBIB BAMOI'AM HAJIEXKHOT BHPOBHHYOT
IMPAKTUKY (GMP)

Ha mincrasi posrmsay 3assu Bim 24.03.2015 p. Ne 135/2015/nr/v  Ontimyc
Jlkenepike Jlimiten, IHAisA, AOKYMEHTIB, LIO AOJAKOTHCS MO Hel, Ta, BpPaxOBYHOYH
OSUTUBHI pe3yNbTATH IPOBEJEHOI Cremiani3oBaHol eKCIEPTH3H (excriepTHUA
BUCHOBOK  Bim  09.04.2015  Ne 135/2015/nr/v),  ceprudikatr BIJUTOBITHOCTI
BUpOGHHMITBA Jikapchkux 3acobis Bumoram GMP Noe UK GMP 43979 Insp GMP
43979/11316477-0001 Bix 09.03.2015, BumaHuit ATEHTCTBOM 3 KOHTPOIIO 3a SIKICTIO
MiKiB Ta MemwuHO! MIPOAYKIii, Bemukobpuranis, BAPOGHUYIH ninpauni  Onrimye
Tlxenepike Jlimiren (Optimus Generics Limited), agpeca Micis MpOBaKeHHA
niserocti: Ilnot Ne Ec-8, Ec-9, Ec-13 Ta Ec-14, Eii ITi Aii Aii Ci, ®apma Ec I
3er, I'pin Ingacrpian IMapk, Monenamai (BI), €nuepna (EM), MaxaGyOuarap,
IH- 509 301, Ingis (Plot No S-8, S-9, S-13 & S-14, APIIC, Pharma Sez, Green
Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, In-509 301,
India), Tepminom aii - mo 08.12.2017 poky, BBKAETHCA TakUM, IO NiITBEPIKYE
BiMOBIIHICTE BUPOOHUIITBA TiKapChKUX 3aC001B YMHHUM B Vxpaiui Bumoram GMP.

Jlist [IbOTO BECHOBKY PO3MOBCIOKYETHCS Ha TaKi dopmu JlikapceKuX 3aco0iB, sK:
| BUPOBHWYI OITEPALIIL
1.2 HecTepunpHi IPOLYKTH
1.2.1 HecTepunbHi TpOAYKTH (ITEPeiK JIKapChKIX bopm)
1.2.1.13 Tabnerku
1.5 TinbKky naKyBaHHSI
1.5.2 BropunHe makyBaHH:

1.6 BumpoOyBaHHs KOHTPOJIO SKOCTI
1.6.2 Mikpo6ionoriuti: MikpobionoriaHa 1McToTa
1.6.3 ®izuyHI/XIMITHI

[lepemik JiKapchKMX 3aco0iB, WIO BHUPOOJIAIOTECA HA mineHUI  OnTiMyc
Tlxenepike Jlimiten (Optimus Generics Limited), ampeca MICIIST TIPOBAIKEHHS
nisnpaocti: [Tnot Ne Bc-8, Ec-9, Ec-13 Ta Ec-14, Eét ITi At A Ci, ®apwma Ec I 3er,
I'pin Immactpian ITapk, IMomenanni (BI), €xuepna (EM), Maxa6y6narap, IH- 509
301, Iumis (Plot No S-8, S-9, S-13 & S-14, APIIC, Pharma Sez, Green Industrial
Park, Polepally (V), Jadcherla (M), Mahabubnagar, In-509 301, India), HaBeAeHUH B
IOIATKy [0 [IbOTO BUCHOBKY 1 € HOTO HeBin'eh@Hgg?ﬁagggHom.
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IEPEJIIK JIKAPCBKUX 3ACOBIB, 3APEECTPOBAHUX ABO 3ATITTAHOBAHHX J10O
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LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE
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Annex to Conclusion

BMPOOHMLUTBA

manufacture of

10 BucHoBky
to Conclusion

0153 ap /ﬂmm% A

from

Onrtimyc xenepike Jlimiten
anpeca: [nor Ne Ec-8, Ec-9, Ec-13 ta Ec-14, Eii ITi Ait A Ci, ®apma Ec I 3er, ['pin
Innactpian [apk, [onenanni (BI), €xuepna (EM), MaxaGy6uarap, IH- 509 301, Inzis

Optimus Generics Limited

address: Plot No S-8, S-9, S-13 & S-14, APIIC, Pharma Sez, Green Industrial Park,
Polepally (V), Jadcherla (M), Mahabubnagar, In-509 301, India

CTPOKOM Aii 10
valid till 08.12.2017

No HaiimenyBanus nikapcbkoro 3acofy Peectpauiiine nocsiguenus
3/n ToproseabHa Ha3Ba ToprosesnbHa HazBa MixHapoaHa HenaTeHTOBaHA (Toprosa niuensin) Ne (B
(yxpaiHcbko10 MOBO10) (anrnificeic010 MOBOIO) Ha3Ba ai4oi(ux) Yxpaiui)
pevoBHHH(HH), y TOMY 4ucai X
nepesik — aas
6araToKOMMOHEHTHHX
(KomMBiHOBAHKX) — aAHTiTICbKOIO
MOBOIQ
Bupodruymeo 3a nosnum qurnom
| BOPUTABG®-200, VORITAB®-200, Voriconazole UA/10647/01/01
TabJETKH, BKPUTI II1BKOBOIO film coated tablets 200 mg
000J10HK0I0, 110 200 M No 10 y No. 10 in blister
Onicrepax
2 BOPHUTAB®-50, YORITAB®-50, Voriconazole UA/10647/01/02
TabJIETKH, BKPHTI IL1IBKOBOIO film coated tablets 50 mg
obosnonkoro, no 50 mr Ne 10y No. 10 in blister
OaicTpex
3 INHEKUT®, GYNEKIT®, Azithromycin, Secnidazole, UA/8792/01/01
KoMOi-ynakoska: Tabnetku, | combi-pack No. 1; No. 5: | Fluconazole
BKPUTI MiBKOBOIO oGonoHkoto, | film coated tablets Igm No.
no 1 r Ne I + raGnerku, Bkpuri | 1 + film coated tablets 1 gm
111iBKOBOIO 060J10HKO0, 110 1 1 | No. 2 + tablets 150 mg No.
Ne 2 + tabnerku mo 150 mr Ne 1 | 1
y crpunax Ne |, Ne 5; kowmOi-
ynakoska:  TabJIeTKH,  BKPUTI
IJ1iBKOBOIO 060JI0HKOO, 110 | I°
Ne 1+ Tabnerku, BKPHTI
NAIBKOBOIO 000NOHKOK, Mo | T
No 2 + rabuerku o 150 mr Ne |
y Onicrepax Ne 1, No 5
4 INHEKHT®, GYNEKIT®, Azithromycin, Secnidazole, UA/8793/01/01

in bulk Ne 15000 (5000x3) y

in bulk No. 15000 in bags

[lepwwnii 3actynuuk Conosu Jdep:xaBHoi
cay:xOn Ykpaiun 3 JikapebKkHx 3aco6iB

0. A. AntekceeBa

&’0 /. 4 ﬁ/ 0 /522 ama/Date

Jlepxasha cayxba Ykpainu 3 nikapebKknx 3aco6is

1nianuc sianosinannuoi ocobw, neuarka

Anpeca: npocriext Iepemoru, 120, M. Knis-115, Yrpaina, 03115

Tei.: 38(044) 450-12-66
Paxc: 38(044) 450-12-66

mailto: diklz@diklz.gov.ua

State Administration of Ukraine on Medicinal Products
signature of the Executive officer (see left)

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66
Fax: +38(044) 450-12-66
This English translation is for reference only and is not part of the
official certificate
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ITEPEJIIK JIIKAPCBKHX 3ACOBIB, 3BAPEECTPOBAHUX ABO 3AIIVTAHOBAHHUX 10

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Ne HaiimenyBaHHs JikapcbKkoro 3acody Peectpauiiine nocsigyeHHs
3/n ToproseabHa Ha3Ba ToprosenbHa Ha3Ba MicHapoaHa HenaTeHTOBAHA (Toprosa jiueHsiss) Ne (B
(yKkpaiHCbKOK MOBOH)) (auraiiicbo10 MOBO10) Ha3Ba Ail4oi(1x) Ykpaiui)
peuoBHHHU(MH), Y TOMY YHCJI iX
nepenik — aas
6araToKOMMOHEHTHHX
(koMOBiHOBAHHX) — AHTJIiICBKOK
MOBOIO
nakerax
3 I'PHUITIEKC AKTHB, GRIPEX® ACTIVE, Paracetamol, Caffeine, UA/11428/01/01
tabnerky Ne 4x1, Ne 10x1, Ne tablets No.4; No. 10; Phenylephrine Hydrochloride,
12x1, Ne 20 (10x2), Ne 24 (12x2) | No.12; No.20 (10x2); No. Chlorpheniramine Maleate
y Gnictepax 24 (12x2) in blister
6 I'PUTIEKC AKTIIB MAKC, GRIPEX® ACTIVE | Paracetamol, Caffeine, UA/11429/01/01
Tabnetku Ne 4 (4x1), Ne 10 MAX, Phenylephrine Hydrochloride,
(10x1), No 12 (12x1), No 20 tablets No. 4; No. 10; No. | Chlorpheniramine Maleate,
(10x2), Ne 24 (12x2) y 12; No. 20 (10x2); No. 24 | Dextromethorphan Hydrobromide
Oaicrepax (12x2) in blister
7 JIMIHAJI-S, DIPINAL-S, S-amlodipine B ITpoLieci peecrpauil
tabnerky 1o 2,5 mr Ne 14, | tablets 2,5 mg No. 14, No.
Ne 28, y Gaicrepax 28 in blister
8 AIMTIHAJI-S, DIPINAL-S, S-amlodipine B MpoLeci peectparil
Tabjerin 1o 5 mr Ne 14, No 28, tablets 5 mg No. 14, No. 28
y Baictepax in blister
9 E30JIOHT®-20. EZOLONG®-20, Ezomeprazole UA/11328/01/01
rabuerki,  BkpuTi  uiBkolo | [ilm coated tablets 20mg
obononkolo, no 20 mr Ne 7 | No. 7;: No. 14 in blister
(7x1), Ne 14 (7x2) y 6nicrepax
10 E30JIOHI'®-20, EZOLONG®-20, Ezomeprazole UA/11329/01/01
Tabnetky,  Bkputi  maiBkolo | film coated tablets 20 mg in
000510HKO10, 110 20 Mr in bulk Ne | bulk No. 2500 in bags
2500 y nakerax
11 E30JIOHI' ®-40, EZOLONG®-40, Ezomeprazole UA/11328/01/02
Tabnetkn,  Bkputi  maiBkolo | film coated tablets 40 mg
00070HKOK, 1o 40 mr Ne 7 | No. 7; No. 14 in blister
(7x1), Nel4 (7x2) y Guicrepax
12 | E30JIOHTI'®-40, EZOLONG®-40, Ezomeprazole UA/11329/01/02
Tabnetkn,  BkpuTi  naikoto | film coated tablets 40 mg in
odononkoto, 110 40 mr in bulk Ne [ bulk No. 2500 in bags
2500 y nakerax
13 | 30TEK®-200, ZOTEK®-200, Dexibuprofen UA/11501/01/01
TabaeTKH, BKPUTI I1I1IBKOBOIO film coated tablets 200 mg
odononko1o, no 200 mr No 10 No. 10; No. 100 in blister ===
(10x1), Ne 100 (10x10) y Z | N

[Mepwnii 3acrynunk I'onosu depskaBuoi

ZEN
U

"gg‘ﬁl\st Deputy Head of State

%&qﬂministration of Ukraine on Medicinal

cayxbn YKpaiun 3 gikapcbKux 3aco0iB shd
Products O. Alyeksyeyeva

O. A. AnekceeeBa

020 /04/'80 Z/‘bl;ama/D ate

State Administration of Ukraine on Medicinal Products
signature of the Exccutive officer (see left)

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of the
official certificate

JlepacaBHa cync6a Ykpainu 3 jikcapesbknx 3aco6is

nianuce BiANoBinanLHOT 0coOH, neuaTka

Anpeca: npocrniext [lepemorn, 120, M. Kuis-113, Ykpaina, 03115
Ten.: 38(044) 450-12-66

(axc: 38(044) 450-12-66

mailto: diklz@diklz.gov.ua
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PEECTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE
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Annex to Conclusion from

Ne HalimenyBaHHsI TikapcbKoro 3acofy. Peectpauiiite nociguenus

3/n ToprosenbHa Ha3Ba ToprosesbHa Ha3Ba MixkHapoaHa HenaTeHTOBAHA (ToproBa Jiuen3is) Ne (B
(yxpaiHCbKOI0 MOBOH)) (aHraificbK0l0 MOBOIO) Ha3Ba Aiu0i(1X) Yxpaiui)

pPeuyoBHHH(HH), Yy TOMY YHCJI iX
nepenik — aast
6araToKOMMNOHEHTHHX
(xomMBiHOBaHUX) — AHTIHCHKOI0

MOBOIO

GnicTepax

14 | 30TEK®-200, ZOTEK®-200, Dexibuprofen UA/11502/01/01
TaOJIETKH, BKPUTI 1LIBKOBOIO film coated tablets 200 mg
obononkoro, no 200 mr in bulk in bulk Ne2500 in bags
No 2500 y nakerax

15 | 30TEK®-300, ZOTEK®-300, Dexibuprofen UA/11501/01/02
TabNeTKH, BKPUTI TUTiBKOBOIO film coated tablets 300 mg
o6osoHko10, no 300 mr Ne 10 No. 10; No. 100 in blister

(10x1), No 100 (10x10) y
BJlicrepax

16 | 30TEK®-300, ZOTEK®-300, Dexibuprofen UA/11502/01/02
TabneTkn, BKpUTIi nairkoBolo | film coated tablets 300 mg
odosonkoio, rno 300 mr in bulk | in bulk No. 2500 in bags

Ne 2500 y nakerax

17 | SOTEK®-400, ZOTEK®-400, Dexibuprofen UA/11501/01/03
rabnerky, Bkpuri 1iskosoto | [ilm coated tablets 400 mg
obononxolo, no 400 mr Ne 10 | No. 10; No. 100 in blister
(10x1), Ne 100 (10x10) vy
duicrepax

18 | 30OTEK®-400, ZOTEK®-400, Dexibuprofen UA/11502/01/03
Tabnetky, BKkpuTi  naiskoroto | film coated tablets 400mg
obosionkoo, 1o 400 mr in bulk | in bulk Ne2500 in bags

No 2500 y nakerax

19 I3IKAP/, 1ZICARD, Telmisartan B MpOLIEC] peecTpauii
tabaerku 1o 20mr, Nel4, Ne28 y | tablets 20 mg, No. 14,
dJucrepax No.28 in blister
20 IBIKAPJ, IZICARD, Telmisartan B MIpOLIECi peecTpaltil
Tadnerku, 40mr no Nel4, Ne28 y | tablets 40 mg, No. 14,
dicrepax No.28 in blister
21 I3IKAPL, 1ZICARD, Telmisartan B MPOILIEC] peecTpartii
Tabnerku, 80mr, Neld, Ne28 y | tablets 80 mg No. 14,
Oumcrepax No0.28 in blister
22 | KIIOTPMMA3O0JI, CLOTRIMAZOLE, Clotrimazole UA/8794/02/01
TabneTkn BariHaabHi no 100 mr | vaginal tablets 100 mg [——
Me 6 (6x1) y crpunax 3 | No. 6 AT
VU o PN
X i % :;:i':f/\\“s\

'—f‘gl\ét Deputy Head of State
é@l‘%inistraﬂon of Ukraine on Medicinal
P%%iucts O. Alyeksyeyeva
li
/

[epmnii 3actynank I'onosu depirasuoi
cay:On Ykpainn 3 ikapebKknx 3aco6is
O. A. AnexceeBa

ng / 0 ;’ ﬂm/ﬂ,ganm/Date

JlepacaBHa eayx6a Ykpainu 3 gikapebinx 3aco6is State Administration of Ukraine on Medicinal Products
HianMe BianoBinanbLHOT 0cobw, neuarka signature of the Executive officer (see left)

Anpeca: npocnext Tepemorn,120, m. KuiB-113, Yrpaina, 03115 Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Teu.: 38(044) 450-12-66 Phone: +38(044) 450-12-66

Paxc: 38(044) 450-12-66 Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of the

mailto: diklz@diklz.gov.ua official certificate
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Annex to Conclusion from
Ne HaiimeHyBaHHs JlikapebKoro 3acoby Peectpauiiine nociaueHus
3/n ToproseabHa Ha3Ba ToproseabHa Ha3Ba MisHapoaHa HemaTeHTOBaHA (ToproBa jiueHsiss) Ne (B
(ykpalHCBKOK MOBOH) (aHrailicbK010 MOBOIO) Ha3Ba Ailuoi(1x) Ykpaiui)
peuoBHHHU(MH), Y TOMY YHCi iX
nepeJsik — aas
6araToKOMMNOHEHTHHX
(xombiHOBaHNX) — aHTJiliCbKOIO
MOBOI0
anaikatopom y nauui; Ne 6 (6x1)
y Omicrepax 3 arikatopoM y
nayii
23 | KOMBIT'PUII JEKCA®, COMBIGRIP DEXA®, | Paracetamol, Caffeine, UA/2068/01/01
Tabaerikn No 4, No 8. No 80 tablets No 4: No 8; No 80 [ Phenylephrine Hydrochloride,
(8x10) y dnicrepax in blister Chlorpheniramine Maleate,
Dextromethorphan Hydrobromide
24 | KOMBIT'PHUIT JEKCA®. COMBIGRIP DEXA®, Paracetamol, Caffeine, UA/2069/01/01
Tabnerky in bulk Ne 5000 y tablets in bulk No 5000 in Phenylephrine Hydrochloride,
rnakerax bags Chlorpheniramine Maleate,
Dextromcthorphan Hydrobromide
25 KOMBIT'PHUI®, COMBIGRIP®, Paracetamol, Caffeine, UA/2913/01/01
Tabnerkn Ne 8, Ne 80 (8x10) y tablets No 8; No. 80 in Phenylephrine Hydrochloride,
daicrepax blister Chlorpheniramine Maleate
26 | KOMBITPHUII®, COMBIGRIP®, Paracetamol, Caffeine, UA/2914/01/01
tabnerky in bulk Ne 5000 y tablets in bulk No. 5000 in Phenylephrine Hydrochloride,
lakerax bags Chlorpheniramine Maleate
27 KOMBICITA3ZM®, COMBISPASM®, Paracetamol, Dicyclomine UA/3088/01/01
tabusierin Ne 10 (10x1), Ne 100 tablets No 10; No.100 in Hydrochloride
(10x10) y Gaicrepax blister
28 | KOMBICMTA3ZM®, COMBISPASM®, Paracetamol, Dicyclomine UA/3089/01/01
tabaerky in bulk: Ne 1200 y tablets in bulk No. 1200 in Hydrochloride
raKerax bags
29 | KOMBICIIAZM® COMBISPASM® Dicycloverine Fydrochloride, B Mpotieci peecTparii
KOM®OPT, COMFORT, Simethicone
TabJNEeTKH, BKPUTI TUIIBKOBOIO film coated tabletsin bulk
000/101K010, in bulk Ne5000 No. 5000
30 | KOMBICIMTAZM® COMBISPASM® Dicycloverine Hydrochloride, B MpolLieci peecTpartil
KOM®OPT, COMFORT, Simethicone
TabCTKH, BKPHTI MAiBKOBOIO film coated tablets in blister
000n0HKO10, Ne10, No20 B No 10, No 20 in blister
Haicrepax
31 | HEOTPHU30JI®, NEOTRIZOLE®, Ornidazole, Neomycin Sulfate, UA/10674/01/01
TabneTku Barinansui No 8 vaginal tablets No 8 Miconazole Nitrate, Prednisolone
32 | HIMECHH®, NIMESYN, Ninfesthidess UA/9973/01/01
tabactir no 100 mr No 10 tablets 100 mg No 10; No # ;%ﬁ
> G ':;‘M\\x.r

=y \\'
'itgfﬂé(puty Head of State

[Mepmnii 3actynnux Fonoen Jlep:kasuoi
£ . 5 . .
dlgm}:)stratlon of Ukraine on Medicinal

cay:k0u YKpainu 3 JikapcbKux 3aco0iB
O. A. AnexceeBa

WA, . \0, 4‘;}'

-~ N A 't *
10/04/.20/ :—sﬂanm/Dale N ,-;,\B,,/
JlepacaBHa caymba Ykpainu 3 gikapesknx 3aco6is State Administration of Ukraine on Medicinal Products
nianMe pianosizannHoi 0cobH, neuaTka signature of the Exccutive officer (see left)
Anpeca: npocnekt Ilepemorn, 120, m. Kuis-115, Yrpaiua, 03115 Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Te.: 38(044) 450-12-66 Phone: +38(044) 450-12-66
Phaxc: 38(044) 450-12-66 Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of the

mailto: diklz@diklz.gov.ua official certificate
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HEPEJIIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHNX ABO 3AIINIAHOBAHHUX JO
PEECTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox 10 BHCHOBKY 0/55/(0/5/5/4[//%0/0 LY sin 10 04. 2015

Annex to Conclusion from
Ne HaiimenyBaHHs Jikapcbkoro 3acofy PeecTpauiiine nocsinueHHs
3/n ToproseabHa Ha3Ba ToprosesnbHa Ha3Ba MixcHapoaHa HemaTeHTOBAaHA (ToproBa jiueHsist) Ne (B
(YKpaiHchKO010 MOBOIO) (anraiiiceicol0 MOBOH)) Ha3Ba Ai4oi(1x) Yxpaini)
peyoBHHHU(MH), Y TOMY YHCJI iX
nepeJsiik — ais
6araToKOMMNOHEHTHHX
(xomMBiHOBaHHX) — aHTiiiCbKOIO
MOBOI0
(10x1), Ne 100 (10x10) y 100 in blister
BaicTepax
33 | HIMECHH®, NIMESYN, Nimesulide UA/9974/01/01
Tabnetkn no 100 mr in bulk Ne tablets 100 mg in bulk No
2500 y xonTeiinepax 2500 in container
34 | HOBOKC® - 500, NOVOX® - 500, Levofloxacine UA/12673/01/01
TaONEeTKH, BKPUTI TIIBKOBOIO film coated tablets 500 mg
o6ononkolo, no 500 mr No 5 No.5 in blister
(5x1) y Onicrepax
35 | HOBOKC® - 500, NOVOX® - 500, Levolloxacine UA/12674/01/01
TabNETKHM, BKPHTI MIiBKOBOIO film coated tablets 500 mg
000s0HKO010, Mo 500 mr in bulk in bulk No.1000 in bags
Ne 1000 y nakerax
36 | HOBOKC® - 750, NOVOX® - 750, Levofloxacine UA/12673/01/02
TaONETKH, BKPUTI TTIBKOBOIO film coated tablets 750 mg
000J10HKOK), 110 750 M Nu 5 No.5 in blister
(5x1) B 6Buicrepax
37 | HOBOKC® - 750, NOVOX®-750, Levofloxacine UA/12674/01/02
TabJeTKH, BKPUTI IIBKOBOIO film coated tablets 750 mg
000J10HKO10, 110 750 Mr in bulk in bulk No. 1000 in bags
Ne 1000 y nakerax
38 ODOP®, OFOR®, Ofloxacin, Ornidazole UA/7732/01/01
TabieTkH, BKPUTI IIBKOBOIO [ilm coated tablets No 10 in
odononkolo, Ne 10 y 6nicrepi blister
39 ODOP®, OFOR®, Ofloxacin, Ornidazole UA/7733/01/01
TabJIeTKkK, BKPUTI [J1IBKOBOIO [ilm coated tablets in bulk
obosomkol1o, in bulk Ne 2500 y No. 2500 in pags
naKerax
40 [TPOTEKOH®, PROTECHON®, Glucosamine Sulphate Sodium UA/3347/01/01
TabNETKH, BKPHUTI 060JI0HKOIO, coated tablets No 30; No Chloride, Chondroitin Sulphate
No 30 (10x3). Ne 90 (10x3)x3) y | 90 in blister No.30, No. 60 Sodium
onicrepax; No30, Ne 60 y in containers
KOHTEHHepax
41 [MPOTEKOH®, PROTECHON®, Glucosamine Sulphate Sodium UA/3348/01/01
TaONETKH, BKPUTI 000JIOHKOIO, coated tablets in bulk No Chloride, Chondlontm Sulphate
in bulk Ne 2500 y naxerax 2500 in bags /gﬁﬁm,
> S
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[lepmnii 3actynnuk I'onosu depskaBuoi
cry:x0un Ykpainu 3 JikapebKnx 3aco0is
O. A. AnekceeBa

;@tﬂ)eputy Head of State
(ﬁ&l\]mstr'ltlon of Ukraine on Medicinal

?ﬁfcts O. Alyeksyeyeva

A0 / 04/ AO/, -ﬂama/Date

JlepmaBna enyxba Ykpainu 3 sikapebicnx 3aco6is State Administration of Ukraine on Medicinal Products
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PEECTPAIII B YKPATHI
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Annex to Conclusion

from

HEPEJIIK JIIKAPCHKHNX 3ACOBIB, 3APEECTPOBAHUX ABO 3AILIAHOBAHUX JIO

Ne HaiimeHyBaHHsI likapcbKoro 3aco6y PeecTpauiiine nocinuenns
3/n ToproBeabHa Ha3Ba ToproBesbHa Ha3Ba MixcHapoaHa HemaTeHTOBaHA (Toprosa niuensis) Ne (8
(yKpaiHCbKOH MOBOIO) (aurniiicbKcot0 MOBOIO) Ha3Ba AilY0i(1X) Ykpaiui)
peyoBHHH(HMH), y TOMY YHci TX
nepenik — ags
0araToKOMMOHEHTHHX
(xoMBiHOBAHHX) — aHTiTICbKOIO
MOBOIO
42 | TIPOTEKOH ®ACT®, PROTECHON FAST®, Glucosamine Sulphate Sodium B IpoLeci peectpauii
Tabnerk in bulk Ne1000 tablets in bulk No.1000 Chloride, Chondroitin Sulphate
Sodium, Diclofenac
43 | IPOTEKOH ®ACT®, PROTECHON FAST®, Glucosamine Sulphate Sodium B MIpOLECi peecTpauii
Tabneriu Ne30, Ne60, No90 B tablets No. 30, No. 60, Chloride, Chondroitin Sulphate
onicrepi, Ne30, Ne60, Ne90 B No.90 in blister; No.30, Sodium, Diclofenac
KOHTeHHepi No0.60, No.90 in container
44 | PAJIOCIH, RALOSYN, Raloxifen Hydrochloride B MpoLeci peecTpauii
TabNeTkH, BKPUTI MIIKOBOKO film coated tablets 60 mg
000J10HK010, 60 M No 4, Ne 28 No. 14, No. 28 in blister
y Baictepax
45 | PECITUKC JI®, RESPIX L®, Loratidine, Ambroxol B MpoLieci peecTpaitii
tabuerky in bulk Ne 5000 tablets in bulk No. 5000
46 | PECITUKC JI®, RESPIX L®, Loratidine, Ambroxol B MIpoLECi peecTpauii
tabnerku Ne 10, Ne 20 y tablets in blister No. 10,
Ollicrepax No. 20 in blister
47 | PECITUKC®, RESPIX®, Acetylcysteine, Ambroxol B MpOLEC] peecTpallii
TaONETKH, BKPUTI M1IBKOBOIO film coated tabletsin bulk
000J10HKO10, in bulk Ne 10 000 No. 10 000
48 | PECIIMKC®, RESPIX®, Acctylcysteine, Ambroxol B npoueci peectpauii
TabNeTKH, BKPUTI TIIBKOBOIO film coated tablets in blister
obononkoio, Ne 10, Ne 20, Ne 40 | No. 10, No. 20, No. 40 in
y Oaticrepax blister
49 | CIHMETOH, SYNMETON, Nabumetone UA/10667/01/01
TabAETKH, BKPUTI 06ONOHKOIO, coated tablets 500 mg No.
110 500 mr Ne 10, Ne 100 (10x10) | 10; No. 100 in blister
y Gnicrepax
50 CIHMETOH, SYNMETON, Nabumetone UA/10668/01/01
TabNEeTKH, BKPUTI 0060JI0HKOIO, coated tablets 500 mg in
no 500 mr in bulk Ne 1000 y bulk No. 1000 in bags
naKeTax
51 | CIHMETOH, SYNMETON, Nabumetone UA/10667/01/02
TabNeTKH, BKPHTI 060JI0HKOIO, coated tablets 750 mg No.
no 750 mr Ne 10, Ne 100 (10x10) | 10; No. 100 in blister
y Oaicrepax
52 | CIHMETOH, SYNMETON, Nabumetone UA/10668/01/02

[Iepwnii 3actynnuk Iosnosu JIep:xaBuoi
cayxOu Ykpainn 3 JikapebKHX 3ac06iB

0. A. AnekceeBa

JlepmaBHa cayxba Yrkpainn 3 sikapebkux 3aco6is
nianuc sianosinanniol ocobu, neuatka
Anpeca: npocnexr Ilepemornu, 120, m. Kuig-1135, VYxpaina, 03115
Teu.: 38(044) 450-12-66
Baxe: 38(044) 450-12-66
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HEPEJIK JIKAPCBKNX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIINTAHOBAHUX 10
PEECTPALII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honartox 1o BucHoBKy 0/53/,{0/{/%[//VP%’ L2Y sin d@@é 990/.5-

Annex to Conclusion from
Ne HaiimenyBaHHs Jikapcbkoro 3aco6y Peectpauifine nocsinueHus
3/n ToproBesbHa Ha3Ba Toprose/abHa Ha3Ba MizKHAPOAHA HENATEHTOBAHA (Toprosa siueHsis) Ne (B
(YKpaTHCbKOI MOBOH)) (auraificbKkor0 MOBOIO) Ha3Ba Ailu0i(HX) YkpaiHi)
peuoBHHU(MH), Y TOMY 4HCai IX
nepeJik — ags
6araToKOMMOHEHTHHX
(komOBiHOBAHHX) — aHTAiTiCEKO
MOBOIO
TabAeTKH, BKPUTI 000J10HKOIO, coated tablets 750mg in
no 750 mr in bulk Ne 1000 y bulk No. 1000 in bags
naxKerax
53 | ®IBPHHA3A - 10, FIBRINAZA - 10, Serratiopeptidase UA/10426/01/01
TabaeTky, BKpUTI 0600HKOIO, Gastro-resistent coated
KHIIKOBOPO3UMHHI 1o 10 mMr Ne tablet 10 mg No. 10; No.
10, Ne 100 (10x10) y 6nicrepax 100 in blister
54 | ®IBPUHA3A - 10, FIBRINAZA - 10, Serratiopeptidase UA/10427/01/01
TabJETKH, BKPHUTI 000NOHKOIO, Gastro-resistent coated
KMLIKOBOPO3uMHHI 110 10 Mr in tablet 10 mg in bulk No.
bulk Ne 2500 y konteinepax 2500 in container
35 OIIAMIIE3®, FLAMIDASE®, Diclofenac Potassium, UA/7062/01/01
TabNEeTKH, BKPUTI TLIIBKOBOIO film coated tablets in bulk Paracetamol, Serratiopeptidase
060s10HKO, in bulk Ne 2500 y No. 2500 in bags
naxkerax
56 | DJIAMIJE3®, FLAMIDASE®, Diclofenac Potassium, UA/7061/01/01
TaOJIETKH, BKPUTI TUIIBKOBOIO film coated tablets No 10; Paracetamol, Serratiopeptidase
odononkoio, Ne 10 (10x1), 100 in blister
Na 100 (10x10) y Gnicrepax
57 | ®IBPHMHA3A - 20, FIBRINAZA - 20, Serratiopeptidase UA/10426/01/02
TabNeTKH, BKPHTI 0601011KOIO, Gastro-resistent coated
KHIIKOBOPO3YHHHI 1o 20 Mr tablet 20 mg No. 10; No.
No 10, Ne 100 (10x10) y 100 in blister
Ouiicrepax
58 | ®IBPHUHA3A -20 FIBRINAZA -20, Serratiopeptidase UA/10427/01/02
TadJeTkn, BKpUTI 000JI0HKOIO, Gastro-resistent coated
KMLIKOBOPO34UMHHI 110 20 Mr in tablet 20 mg in bulk No.
bulk Ne 2500 y kouTeinepax 2500 in container
59 | XI3APT-H, HYSART-H, Candesartan Cilexetil UA/12314/01/01
rTadnerku rno 16 Mr/12,5 mr in tablets 16 mg/12,5 mg in Hydrochlorothiazide
bulk Ne 2500 y noapiinux bulk No. 2500 in doable
MaKeTax bags
60 | XI3APT-H-AC, HYSART-H-DS, Candesartan Cilexetil UA/12283/01/01
Tabnerku no 32 mr/25 mrin bulk | tablets 32 mg/25 mg in bulk | Hydrochlorothiazide
No 2500 y noasiitHHX nakerax No. 2500 in doable bags
61 XI3APT-H, HYSART-H, Candesartan Cilexetil UA/12313/01/01

[Mepmnii 3actynnux Fonosn Jlepxasnoi
caryxk0u Y kpainu 3 JikapebKux 3aco0is

O. A. AnekceeBa

............ /@/fﬂ ama/Date

MepxcaBua cayxba YkpaiHn 3 sicapesknx 3aco6is
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NEPEJIIK JIKAPCHBKUX 3ACOBIB, 3APEECTPOBAHHUX ABO 3ATINTAHOBAHUX J1O
PEECTPALII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no BucHoBky 0/55/’50/,5/919[///#%’ A2y sin IO 04, ,Po/f

Annex to Conclusion from
No HafiMeHyBaHHs1 iKapcbKOro 3aco0y Peectpauiiine nocsiguenns
3/n ToprosenbHa Ha3Ba ToprosesibHa Ha3Ba MiscHapoAHA HeMATEHTOBAaHA (ToproBa aiuensiss) Ne (B
(YKkpaiHCBbKOH MOBOHO) (anraificeico0 MOBOIO) Ha3Ba Ai040T(HX) Yxpaiui)
PeYOBHHHU(MH), y TOMY 4HCJi iX
nepenik — nas
6araToKOMMNOHEHTHHX
(1coMBiHOBaHMX) — aHTJIiiiCb KOO
MOBOI0
Tabnetku no 16 Mr/12,5 mr, Ne tablets 16 mg/12,5 mg Hydrochlorothiazide
10 (10x1), Ne 100 (10x10) y No.10, No.100 in blister
OaicTepax
62 | XIBAPT-H-AC. HYSART-H-DS, Candesartan Cilexctil UA/12282/01/01
TabeTkn no 32 mr/25 mr, Ne 10 | tablets 32mg/25mg No. 10, Hydrochlorothiazide
(10x1), Ne 100 (10x10) y No.100 in blister
OJlicrepax
63 | XI3APT-16. HYSART-16, Candesartan Cilexetil UA/8529/01/02
TabneTiku no 16 mMr Ne 10x1, Ne tablets 16 mg No 10, No
100 (10x10) y Guicrepax 100 in blisret
64 | XIBAPT-16, HYSART-16, Candesartan Cilexctil UA/5995/01/02
Tabnetku no 16 mr in bulk Ne tablets 16 mg in bulk No
2500 y nakerax 2500 in bags
65 | XIBAPT-32, HYSART-32, Candesartan Cilexctil UA/8529/01/03
TabaeTkn 1o 32 mr Ne 10 (10x1), | tablets 32 mg No 10, No
Ne 100 (10x10) y 6nicrepax 100 in blister
66 | XIBAPT-32, HYSART-32, Candesartan Cilexetil UA/5995/01/03
Tabnetin o 32 mrin bulk Ne tablets 32 mg in bulk No
2500 y nakerax 2500 in bags
67 | XI3APT-8, HYSART-8, Candesartan Cilexctil UA/8529/01/01
Tabnetin no 8§ mr Ne 10 (10x1), tablets 8 mg No 10; No
Ne 100 (10x10) y Gnicrepax 100 in blister
68 | XIBAPT-8, HYSART-8, Candesartan Cilexetil UA/5995/01/01
TabnaeTkn no 8§ mr in bulk Ne tablets 8 mg in bulk No.
2500 y nakerax 2500 in bags
69 | LHETJIO®. CETLO®, Levocetirizine B npoLeci peectpauii
TabNETKN, BKPUTI MIIIBKOROIO film coated tablets, 5 mg
000J10HKO10, 110 SMT, Ne 10, No No. 10, No 30 in blister
30 B Guicrepax
70 | LETJIO®, CETLO®, Levocetirizine B MpoLECi peecTpattii
TabNETKH, BKPUTI MITIBKOBOIO film coated tabletsin, 5 mg
000JI0HKOI0, 110 SMT, in bulk in bulk No. 1000
Nel000
71 | LETJIO® IJ10C, CETLO® PLUS, Levocetirizine, B MPOLEC] peecTpaii
TabNeTku, BKPUTI I1IBKOBOIO film coated tablets in bulk Dextromethorphan
odononkol1o in bulk Ne1000 y No.1000 in bags
SRR 3 :"@
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NEPEJIK JIKAPCBKUX 3ACOBIB, 3APEECTPOBAHNX ABO 3AIINTAHOBAHHMX 1O
PEECTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox no BuchHosky 0/5\5/’(0/5/3/4””'0/0"’(% BiX /0 0. 90/\5/-

Annex to Conclusion

from

Ne HafimeHyBaHHS JikapcbKoro 3acoby Peecrpauiiine nocsiauenns
3/n ToproseabHa Ha3Ba ToprosesbHa Ha3Ba MizcHapoaHa HeNaTEHTOBAaHA (ToproBa jiuensiss) Ne (B
(yKpaiHCbKOK MOBOH)) (aHrnilficbKo10 MOBOO) Ha3Ba Ail40i(HX) Yiepaini)

peyoBHHH(MH), y TOMY YHCi TX
nepenik — aas
0araToKOMMOHEHTHHX
(koMOiHOBAHHUX) — aHTJiliCbKOKO
MOBOIO
nakeTax
72 | HETJIO® IJIIOC, CETLO® PLUS, Levocetirizine, B NpolLEci peecTpalii

TabieTk, BKPUTI I1J1IBKOBOIO
obdononkoro, Nel0, No20, Ne30 B
Brictepax

film coated tablets No. 10,
No. 20, No 30 in blister

Dextromethorphan

[Tepunii 3actynuuk I'onosu Jdep:xkasHoi
caayx0un Ykpainu 3 JikapcbKux 3aco0is

0. A. AnekceeBa

A /01//40/;(' Hama/Date
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JlepikaBHa cayxba Ykpaiuu 3 sikapcbkux 3aco0iB
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