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All «/lep:xaBHuii excneprHuii
mentp MO3 Ykpainu»

Ipencrapumureo «Codapma» AJ[ BUCIOBIIOE CBOO MoBary Ta LIOAO JIKapChKOTO 3acoby
TEMIIO®EH AKTHUB, tabnerku, BKPHUTI MIiBKOBOO 06010HKO00; No 10 ( 10x1); BupoGHHIITBA
AT «Codapmar, Boarapis; 3asBHuk — AT «Cogapmay, Bonrapist (npoueaypa: peectpawis; 3assa:
Ne20937/P Bim 21.10.2021 p.; peecrpauiiiua (opma Ne 268124-21/3-06) nosizomnse, mo He
sanepevye woxo mybmikauii 3BiTY Npo MOKMHIUHI NOCHIKEHHS Ta 3BiTY Tpo KiIiHIYHI
MOCIDKEHHS IAHOTO JIIKAPChKOro 3acoby Ha odiuitinomy caiiti A1 «JlepxaBuuii EKCHEePTHHH
ueHTp MO3 Vkpainny» (https://www.dec.gov.ua).

3 moBaroio,

T'onosa Mpeacrasuuursa

«Codapma» AJ] I'epacumuyk L. II.

Buk. Cavamox B.I1.
Tean.: (095) 013-86-11

04073, M. Kuie, np. Cmenana Bandepu, 9-5
men./ hakc 351-13-69, 351-13-70, 351-13-71
e-mail: office@sopharma.net.ua



7%

1. Haspa mixapcekoro 3aco6y

3BIT
Npo KJIIHIYHEe BHNPOOYBaHHSs
TEMIIO®EH AKTHUB, Tta0uerkn, BKpUTI ILTIRKOROIO

(3a HAsBHOCTI - HOMEp
PEECTPaLifHOTO ITOCBITYEHHs)

000JIOHKOI0

2. 3agBHUK

AT «Codapmar, Boarapis

3. BupoOHuK

PapmanesTuani 3asoau [ossdapma C.A., ITonbma

AT «Codapmar, Boarapis

4. IIpoBeieHi JOCIIIKEHHS:

Tax ¥

Hi O | sxmo si, o6rpysTyRaTH

1) tan nikapcekoro 3acofy, 3a
SAKHAM IIPOBOTHIIACS abo
IUTAHYETHCS PEECTpartis

I'enepuynmii mKapcekuii 3aci6 (reBepuk)

5. IloBHa Ha3Ba KIIHIYHOTO
BHIIPOOYBaHHs, KOJIOBaHHUI HOMED
KJIIHIYHOTO BUIIPOOYBAHHS

[lepexpecne mopiBHsnBHE —oCTiIKeHHS  GiomocTyHmHOCTI
OZIHOKpATHOI no3u ibynpodeny/napaeramony 200 Mr/500 mr
TaOJIeTOK, BKPHTHX IUTIBKOBOIO OGOJNOHKOI, Y 3I0POBHX
mopocnux  ocib/matmecepue  (Single Dose  Crossover
Comparative Bioavailability Study of Ibuprofen/Paracetamol
200 mg/500 mg Film-Coated Tablets in Healthy Adult Subjects/
Fasting State)

RDW452/0096/4

6. ®aza KIIHIYHOTO BUIIPOOYBAHHS

Jocnipkenss 610eKBiBaTEHTHOCTI

7. Ilepio)y npoBeaeHHS KIIIHIYHOTO
BUNIPOOYBaHHS

3 14.03.2019 o 16.04.2019

8. Kpainu, ne npoBomuiocs
KJIIHIYHE BUNPOOYBaHHs

Kanana

9. KinpKicTh JOCTiIKyBaHHX

3amraHoBaHo 10 BKIIOYCHHS: 32
Brioueno: 32
IIpoananizoBano: 32

10. Mera Ta BTOpHHHI 1iii
KJIIHIYHOTO BUNIPOOYBaHHs

Meroro LBOTO JOCJIDKEHHS Oyno BH3HAYHUTH
0i0eKBIBAIICHTHICTh IIBOX JKapCEKUX 3aco0iB
i0yrpoen/napaneTamMon micis OZHOPA30BOIO HEPOPATLHOTO
IPUHOMY HaTIIEceple

11. Jluzaiig KmiHiYHOTO
BUIIPOOYBaHHSA

OxmouenTpose, paHAoMi3oBaHe, MepexpecHe NOCITIPKEHHS 3
JBOMA IEPIOJaMH Ta JBOMA HOCIIZOBHOCTSMU IIPH MPHAOMI
OJIHOKPATHOI T03H 13 «3aCTiMICHHIM» aHATITHYHOTO eTaIy




S

12. OcHOBHI KpHTEpii BKIIOYEHHS

Jlo6poBoJIELII YOIOBIYOT Ta JKIHOYOT cTaTi BIKOM He MOJIOIIE

18 pokis.

OcnoBHI KpuTEpil BKIIOYEHHS:

- HE HaJISTh ad0 KOJIMIIHI KypITi;

- iniexc MacH Tina > 18,5 kr/m” ta < 30,0 kr/m2;

- KIIHIYHI JabOopaTopHi NMOKAa3sHHKH B MekaX J1abopaTopHO
3asBJICHOTO Jliala3oHy HOPMH; SIKIO HE B I[bOMY Jialla3oHi,
BOHM HE NOBUHHI MaTH KJIIHIYHOTO 3HAYEHHS;

- HETAaTHBHUI TECT Ha BATITHICTE [ KIHOK;

- He MaTH KJIiHi9HO 3Hadyux (K3) 3axoproBanb, 3anicanux B
icTopii xBopobu, abo nokasis K3 npu disuunomy oberexeHui
(BxImrO9arOuM KHUTTEBI NOKA3HHUKH) Ta/abo Ha
enexTpokapaiorpami (EKI)

13. JlocnimKyBanuii TiKapchKHii
3acib, crmocib 3acTocyBaHHs, CHla
ait

Hasgsa: 16ynpoden/napaneramon

Jlikapcbka ~ dopma/usix  BBeACHHS:  TabNeTKH, BKPHTI
ILIIBKOBOO 000JI0HKO/0paibHuit

Pexxnm no3yBanHs: ogHOKpaTHa 103a 200 Mr/500 mMr

14. Ilpenapar mopiBHsHHS, 1034,
croci0 3acTocyBaHHs, CHia ail

Hasga: Hypodern® Yaprima (Nurofen® Ultima)

Jlikapcbka — Qopma/muax — eBejeHHs:  TaGNeTKH,  BKPHTI
ILTIBKOBOO 000TIOHKOIO/OpaibHHIA

Pexxum no3yBanns: ognokparaa go3a 200 mr/500 mr

15. CynyTHs Tepanis

He 3acrocoByBanacs

16. Kpurepii ominkn
e eKTHBHOCTI

ChiBBiIHOLICHHS ~ CepelHiX TIeOMETPHYHMX  HafMEHINHX
kBajparis  (LSmeans) 3 Bimmosimaum 90 %  moBipumm
IHTepBAJIOM, PO3PaXOBaHUM Ha OCHOBI eKCIIOHEHIIIHHOI pi3HMIi
MDK  JOCTKYBaHMM JHKapchkum  3acobom  (JIJI3) Ta
npenapatom — mopissHEA  (IIIT) i norapudmivno
nepeTBopeHuX napaMerpiB Cmax 1 AUCo.r Mae OyTH B Mexkax
O10exsiBamenTHOCTI Bix 80,00 10 125,00 %.

17. Kpurepii ouinku Oe3nexu

Ouinky Ge3mexy NPOBE/IeHO Ha OCHOBI aHAJTi3y NOOIYHNX SBHII
Ta Pe3yJbTaTiB CTAHIAPTHHX J1aDOPaTOPHUX TCCTIB.

18. CrarucTyudl MeTOIH

CrarucTnunnii aHamiz GasyBaBcs Ha Mozeni aucmepciiiHoro
aHamzy  (ANOVA)  ¢apMakoKiHETHYHHX  [ApaMeTpiB;
aBoctoponHl 90 % nosip4i iHTepBamH JUIA CIiBBITHOIICHHS
cepefiHix reoMeTpuuHHX IS Cmax, AUCor i AUC0-00
IPYHTYBQIUCA JIOTapH(QMIYHO NEPETBOPEHUX JAaHHUX, Tmax
IPYHTYBaBCs Ha HEMapaMEeTPUYIHOMY IT1IXOI].

ANOVA wmozens (dikcoBani GpakTopu: mocmiaoBHicTs, mepio,
npenapar, cyo’ ekt (3 BpaXyBaHHSIM MOCIIJIOBHOCTI))

19. Jlemorpadiuni mokasHuKH
JOCIKYBAHOT TTOMYJIAIIT
(crars, BiK, paca, TOIIO)

3mopoBi 106poBONBII YONIOBIYOT Ta KiHO4YOT craTi BiKOM He
Mostoaie 18 pokis




20. Pesynbraru eekiuBHOCTI

OnHonenTpose, paHIOMi30Bane, IEpeXpecHe JOCTiKEHHS 3
JIBOMa TICPIOJaAMH Ta NBOMA MOCTIJOBHOCTAMH NpH HPHAOMI
OZHOKPATHOI JIO3M 13 «3aCIillIeHHSIM» aHANITHYHOTO eTarmy
Oyno mposesieHo Hatmecepre Ha 32 cy6’eKTaxX YOIOBIYOI Ta
XKIHOUOi cTari (n=32). BumiproBamncs Ta NOpIBHIOBAHCH
UIBHJKICTE i CTyNiHb abcopbuii ibynpodeny Ta napameramorny
micns omHokpatHol mosd (1x200 wmr 10ynpodeny/500 mr
napaneramoiy) J1J13 ta ITI1. BiogocTynHicTs mochipKyBaHoro
JIKapecpKoro  3acoby Ta mpemapary  NOpiBHSHHS Oyna
eKBIBAJICHTHA B YMOBaX HaTIIeceple. Pesynsrarn mpeacrasneni
B TaOJIMIISIX HHEIKYE.

I6ynpoden (n=32)

IMapamerpu Cepenni C.v. Cnig- 90 % noripumii
reoMeTpHYHI* (%) | BigHowenus | imTepsan (%)
JUI3 II1 (%)
Crnax 222272 | 20304,1 | 15,1 109,47 102,72-116,67
AUCyr 746277 | 74616,5 | 7,0 100,02 97,10-103,02

* omununi BumiproBaras /M 11 Cmax Ta mr-rox/mn st AUCo.t

ITapaneramon (n=32)

IMapamerpn Cepenni CV. Crmis- 90 % nosipuunii
reoMeTpHYHi* (%) | BinHoweHust | inTepsan (Yo)
JJ13 I11 (%)
Conax 8,599 8,114 | 134 105,98 100,16-112,13
AUC.1 28,574 | 28,059 | 638 101,83 08.,92-104,83

* omunnui Bumipiosanns Hr/mMa wist Cnax T2 ur-rog/mn ans AUCq.1

21. PesynpraTtn Oe3nexn

Beboro B mocmimxenni B3 yyacth 32 cy6’eKTH, BCi 3 HEX
OTpHMaIH JOCITIDKYBaHH TKapChKHi 3acio
(16ynpoden/napaneramorn) i npenapar NOPIBHSAHHS
(Hypoden® VipTMma).

Y koanoro 3 cyb’ekTiB mocnipkeHHs He Oyn0 3adikcoBaHO
Cepi0O3HMX OOIYHUX siBUIT a00 CMepTeNbHUX BUNAAKiB. X omeH
i3 cy6’exTiB He OyB BUKIIOYEHHMIT TOCIIIHUKOM Yepe3 HebakaHi
ABMINA, MO BuHWKIM npHu jdikyBaHHI (TEAE) (3 mipkysanb
Oesnexn).

Yacrora TEAE ©6yna ogHakoBoo Ui  cy6’ekTiB, sKi
otpumysaiu JIJI3 ta IIT (mo 9 %). [Toeinomisnocs mpo TEAE
3 4acTOTOI0 6 % Juist cy0’ eKTiB, siki orpumysamu J1J13, 1 3 % mus
cyb’extin, sxi orpumyeamu IIII. 3aramom y 4 (13 %) i3
32 cy6’exTiB, sAKi OpanM ydacTs y IBOMY JOCITIIDKEHHI, 6YII0
3adikcoBano 8 TEAE. 3 Hux 5 BHHHUKIIM [iC/Is BBEICHHS JUI3 i
3 — micna seenenns IIIL. ITstaecst Bimcorkis TEAE, ski
BUHHKIM IIiJI 4ac JOCHI/DKCHHs, BBAXKAIHCSA IIOB’S3aHUMH 3
NPHHOMOM JIIKapchKuX 3acobiB (4/8).

Yei TEAE, siki BHHHKIH T 9ac JOCIIiIKEHHs, MHHYIH abo
3aKIHYMITHCS JI0 3aKiHYEHHS JOCIi IKSHHSL.

Yci TEAE, ki BHHUKIM IiJ 4Yac JOCIHIKCHHS, BBaKAIHUCS
nerkumu. Tlin gac mocniJpkeHHsS y JKOAHOrO 3 cy6’eKTiB He
BHHUKIN TEAE cepenaporo abo TSHKKOTO CTyIeHs.




i

Yei nosinomieri TEAE 6y y ojHoro cy6’exra (3 %) xoxkHOT
rpyny. COHIMBICTD, IUCIIEICIs, HY0Ta, HOAPA3HEHHS IIKIpH Ta
Oi1b y poTornorni mopimomisues y 1 cy6’exra (3 %) micns
nputiomy JIJI3, Toxi Ak romosHuit Gink, rimoectesis Ta 6ins y
Mici karetepa y 1 cy6’exra (3 %) — micns npritomy I111.
3aranoM, BIIXHJICHHA KIHIYHMX TaGOPATOPHHX IMOKA3HMKIR
XapaKTepH3yRaIOCh He3HAYHUM 3MEHIICHHAM abo
NEPEBUIICHHSM BIIMOBIIHUX pedepeliCHHX 3Ha4eHb i He 6y
KJIIHIYHO 3HAYYIHMHE 34 OLIHKOIO JOCJIiJHHKA.

Ilpencrapneni pesynasTaTd JNeMOHCTIPYIOTB, IO KpHTEpil, sKi
Oynd BHKODHCTaHI [UIs OIIHKM OiOCKBIBATEHTHOCTI Mik
JOCTKYBaHAM  JTIKapChKHM ~ 3aCO00M  Ta  HpenapaToM
HOPIBHAHHS OyNH MOBHICTIO BHKOHaHi. s JIOCII/DKYBaHOTO
TKapCHEKOro 3aco0y Ta npenapary NOPIBHSIHHS
CHIBBIJIHOIICHHS CEpPEHIX T€OMETPHYHHX T4 BiAMOBIIHOIO
90 % nosipyoro inreppaiy it Cmax i AUCo.T 6y B Mexax
JnonycTumMoro aianaszosy Bix 80,00 xo 125,00 %.

Taxum  uymHOM,  JocmiKyBaHWii  NiKapchKmHt  3aci6
(i6ynpoden/mapaneramon 200 mr/ 500 mr TabmeTkH, BKpHTI
ILTIBKOBOK 000JI0HKO0, MapMalieBTHYHI 3aBOIH [Tonsdapma
C.A., Ilonema) BBakaeThes Oi0EKBIBAICHTHHM IIpenapary
nopiBasnEA (Hypoden Visruma/ Nurofen® Ultima 200 mr/
500 mr TabneTkm, BKpUTI IUIBKOBOIO 060510HKOI0, Reckitt
Benckiser Healthcare International Ltd., Benuko6puranis) pH
npuiiomi HaTIecepie.

B uinomy, mocnipkyBasi sikapeski 3acobu 6ymu Ge3nedHnMu
Ta J00pe NEepeHOCHIHCS CyO €KTaMu, BKIIOYEHHMH B 1€
JIOCI1KEHHS.

22. BHCHOBOK (3aK/IIO4YeHHS])

IIOCB1J{4EHHS)

3asiBHHUK (BJIACHHK / \ )\
peecTpaniiHoro \
] i) N

.F'epaCHM‘lVR I. I1.
(IL.1.B.)

AT «Codapmar, Boarapis



Npo IOKTiHIYHI K0C/TiKeHHS

3BIT

1. Hassa nikapcbkoro 3acoby (3a
HAsBHOCTI - HOMEP peecTpauiiHoro
MOCBIAYEHHS ):

TEMITIO®EH AKTHB, tabuerku, BKpaTi
MIiBKOBOIO 000JI0HK010

1) Tun nikapeskoro 3acoby, 3a kUM
IIPOBO/IMIIACS 200 MJIAHYETHCS pPeecTpaLis

I'enepuunnii Jikapeskuii 3aci6 (resepuk)

2) NPOBEIEHI MOCTIHKEHHS!

Tax [ Hi M

AKIIO H1, OOTPYHTYBATH

Bixnosiano 10 noaaHoro THny 3asBM — reHepuuHMii JIIKapcLKHii 3aci6 — BaacHi qokTiHiYHi

JOCJII/IZKEHHS HE BUMATaI0ThCSI

2. dapmMakooris:

1) mepBuHHa hapmakoauHaMika

He 3acrocoByernes

2) BTOpHHHA (hapMaKoIUHAMIKA

He 3acrocoByeThest

3) dapmakosnoris 6e3nexu

He 3acrocoByeThest

4) dapmakonuHamiugi B3aemoyTii

He 3actocoByeThest

3. GapMaKoKIHETHKA;

1) aHanmiTHYHI METOIMKHU Ta 3BITH HIOLO iX
BaJTi anii

He 3acrocoByernes

2) BCMOKTYBaHHSA

He 3acrocoByerhes

3) posnoin

He 3acTocoByerhesn

4) metabomizm

He 3acrocoByernhes

5) BUBEICHHS

He 3acTocoByernhest

6) dapmakoKiHeTHYHI B3aeMOIii
(OKIIiHIYHI)

He 3acTocoByeTnhest

7) i1 (papMaKoOKiHETHYHI TOCTiKEHHS

He 3acTocoByernest

4. Tokcuxomnoris:

1) TOKCUYHICTB ¥ pa3i 01HOPa30BOro
BBEICHHSI

He 3acrocoByernes

2) TOKCHYHICTB Y pa3i IIOBTOPHNX BBEICHb

He 3acTocoBy€eTBCS




3) r€eHOTOKCHYHICTh:
in vitro

He 3acTocoByernes

in vivo (BKIIOYAK0YH JOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

He 3acrocoByernes

4) KaHIIEPOTreHHICTS:

He 3acTocoByerbesa

TOBIOCTPOKOBI HOCIIiJPKEHHS

He 3acrocoByernes

KOPOTKOCTPOKOBI JOCITiIPKEHHS
ab0 MOCTIPKEHHS CePe/IHbOI TPHUBAJIOCTI

He 3acTocoByeTbes

IOOATKOBI TOCHIIDKESHHS

He 3acTocoByerhes

5) pPenpoOAYKTHBHA TOKCHYHICTb Ta

TOKCHYHHIT BITJIMB Ha PO3BHTOK ITOTOMCTBA.

He 3acrocoByernes

BIUTMB Ha (DEPTUIBHICTS i paHHIi
eMOpIOHATILHUI PO3BHTOK

He 3acrocoByerhesn

eMOPIOTOKCHYHICTh

He 3acrocoByeTnest

MPEHATaJbHa | NOCTHATAILHA TOKCHYHICTh

He 3acTocoByerhest

JIOCIIDKEHHS, NIPH SIKHX TpernapaT
YBOIUTBCSA OTOMCTBY (HECTATEBO3PIIAM
TBAPUHAM) Ta/a00 OLIHIOETLCS BifaneHa
Tist

He 3acTocoByerbest

6) MiclieBa ePeHOCHMICTD

He 3acTocoByerbes

7) 1OOATKOBI OCIIIIDKEHHS TOKCHUHOCTI"

He 3acrocoByerhes

QHTUIEHHICTD (YTBOPEHHS aHTHTI)T)

He 3acTocoByerbest

IMYHOTOKCHYHICTh

He 3acTocoByerbes

TOCTIIKEHHA MEXaHI3MIB JTii

He 3acTocoByeThes

JIIKapChKa 3aJ1€KHICTh

He 3acrocoByeThes

TOKCHYHICTH MeTa00IiTIB

He 3acrocoByernes

TOKCHYHICTh JOMILIOK

He 3acTocoByerhes

1HIIE

He 3acTocoByernes




5. BUCHOBKH 100 AOKTIHIYHOI0 BUBYCHHS

Temnoden AxTuB, TabneTkH, BKPUTI ITIBKOBOKO
000JI0HKOI0, € TEHEPHUHHM JTIKAPCHKUAM 3aC060M.

Bracui gokniniyHi J0C/IKEHHA HE TPOBOIHIIHCH.
M\

3asBHUK (BIACHUK
peecrpawiiHoro

MOCBIUCHHS )

AT «Codapmar, Boarapis
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