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JNEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIiBCBHKIA OBJACTI

npocnexr Banepix Jlobauoscskoro, 51, m. Kuis, 03110, Ten/dakc: ((44) 363-06-50
E-~mail: dis.ko@dls.gov.ua, Kog €APHOY 37078774

BUCHOBOK

IIpO AKICTH BBE3€HOT0 B YKpalHy JIKapceERoro 3acody

09.08.2023 Ne 31581/23/10

BAPAJTTH®

(nafiMenysaHHs rikapcskoro 3acoby IrigHO 3 peccTPAUIRHIUM OCRIAMEHEAM)
PO34YHH And iH'€KHil, O 2 MJ B aMuyi, Ao 5 amnyJ B Gaicrepi, oo 2 6nicTepu B kapToHHii
navi

(thopma BHRYCKY, AOZYBAHHA, YT NAKYBAHHA JKAPCLKOro 3acoby)

Homep peectpauiiinoro mocsigzensa UA/19987/01/01 ctpox mii peectpauiiinoro noceiguensn 11.04.2028

Cepin nixapcesoro 3acobfy Ne BRG0O3A Kinskicts BBesenoro nikapeskoro 3acoby 13608
Bupoduuk CK Banxan @apmacerorixanc CPJI, Pecnybnika Monnoga
{nafincHypanks sHpobiika tikapeskoro 3acoby, kpaina noxomxenns)
Bacscno & Yxpainy Cuinbne yKpaiHChbKO-€CTOHCHKE NIIHPHEMCTBO Y (hopri TOBAPHCTBA
3 obmerenolo BignmoeizansuicTio " Onrisa-®apm, JTX", inewr, wop;
21642228

{nafiMerypanys Ta Rog 3a EAPIIOY ropHaHaHol ocofiy ado mpisenme, iM's; no Barekesi dismurol
ocofu « mianpHenilE, T MicUe NpoAHBAHHA Ta peectpanifinet Homep o0iikopol KAPTRK NAATHUKA
nojarris-ado cepis Ta Homep NacnopTa)

IMpovoxon sisyanenore xentpoae sig (7.07.2023 N 2036/3,
HabopaTopHuil aHaNi3 KOCTI AiKApChKOro Jacoby aaiitcHermt:

JII "IenTpanssa nafoparaopis 3 aHani3y AKOCTI MikapceKux 3acofis i Meauunol npoayriii”
(m.Kuis, syn. Kyzpsaescerka 10r M.Kuis, Byn. Kyapsseska 8B Kuisesxa ofnacts, ¢. Hopi Iletpismi,
sy:n. Isana Ppanka, 19)

(aitvenyBansa Ta Micnesnaxoxenis nabopatopii, e Aposena nabopaTopHuil aHaniz AKOCT;)

BHCHOBOK M0A0 AXOCTI JixapceKoro 3acoBy, BHaaukil nabopatopieto six 25.07.2023 Ne 1223

Peayaptar nafiopaTopHoro aRamizy AXocTi AikapceKoro 3acofy sa nepesipeHiiMy ROKasHiKaMy BHITIOBHIRIOTh
BYMOTAM METOZIB KOHTPOMO AKocTi (FHARITUIHO-ROPMATHBHOT JOKYMEHRTaUIT),

3a pesyABTATAMI AepKABHOTO KOKTPOMO BCTAHOBAEHO, D RiKapchKuil 3acif Beeseno B Ykpaimy 3

BROTPHUMAHHHM BuMOr 3aK0HOAABCTEE IOI0 380e3negeHBA AROCT] MIKAPCEKHX 3acobin.

Kotnsaposa JL.B.

{mpiasnie TainiuinmM)




State Service of Ukraine on Medicines
and Drugs Control

Hepxagna cnyxba Vkpainn
3 KApCHKUX 3ac0BiB Ta KOHTpOIIo 32
HapKOTHKAMH

Aeprasue ninnpucmereo "TlenTpansua State Enterprise " Central

aabopaTopin 3 ananisy skocri AikapesKkux Laboratory for Quality Control of

3a¢o0iB i Meanunoi npogyknii” Medicines and Medical Products"
Yikpalta, 04053, m.Kuia, eyn.Kydpsiecoka 100 10G, Kudryavska street, Kyiv, Ukraine, 04053
mes./axc (044) 272 57 98 Tel/Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrafiab@clab.com.ua web: www.clab.com.ua, e-mail: cenfraliab@clab.com.ua

Ceprudikar ananizy Ne 1223 sig 25.07.2023

Hzaga 3paska: BAPAJITTH®, posuuH ana in'ekuii, mo 2 mit amIryni, no 5 ammyn 8 6xicrepi, mo 2
GIticTepH B KapToHHi nasi

Peecrpauiitnnii Homep: 1265.23

Bupodunk: CK Bankan ®apmacktorixanc CPJI, Pecmybnika Mongora

Homep cepii: BRGO3A

Micue BigGopy apasica: CrineHe yKpaiHCbKO-8CTOHCLKE HiANpHeMCTBO y hopmi TOB "OnTimMa-Dapm JIT]T"

3amoBuuK: Hepxasra cnyxba Yipainy 3 RIKapCHKMX 33C06iB T2 KOHTPOLO 32 HAPKOTHKAMH

Cynposigunit nokymenr: Jlucr Ne 5374-002.0.1/002.3/2-23 Big 13.07.2023 p-

AKT Bigbopy 3paska: Ne Bix 14.07.2023

CraH 3pazxa: 3pasoK B cTaHi IpHAATHOMY [T NpOBEACHHA BUNPOGYRAHDL

Hata oTpuMannn 3paska: 17.07.2023

Hatu eHKOHAHHSA pOBiT: 17.07.2023 - 25.07.2023

Bua kouTpos: 3a posnopamkennam Jlepkasroi cy0H Vkpaltu 3 nikapchkux 3acobis ta KOHTPOJEO
3a HaproTukami ("IM", TToctanosa 902)

Micue nposenenns HIT «Uentpansha saGopatopis 3 aHaI3y AKOCTI ITKAPCHKKX 3acoGiB 1 Memmuuoi

Risl/ILHOCTI: MPOIYKITIT

HJ, einnmoeiano 1o axoi MK oo p.n.Ne UA/19987/01/01

OpoBOAHBCSA AHAMIS:

MNokazHukn Bumorn H Pesyneratu

MNposopa Gesbapexa abo snerka 3abapeneHa pignHa Bianosigae
1. MeTamisony Harpiio. Micns B3acMmogaii 3 po3sbaBneHuMM posynHom Bionosigae
XopucToBOaHEBOT KMCNOTW P ciouatky BigdyBaeTLCA rocTpui 3anax

cipuncToro aHrigpuay, a notim chopmansaeriay.

2. Meramizony Hartpiw. Micns e3acmogii 3 KOHUEHTpoBaRWM po3vnHom Bignosigae
Nepekncy BoaHo P 3'aBnsieTbest cune sabapeneHys, sike LUBUAKO

3HWKEE | NPOTATOM KiNbKOX XBUIWH CTaE IHTEHCHBHE HePBOHWUM

3. deunisepuHilo Gpomiag Ta miToheHoHy rigpoxnopua. Yac Bignoginae
YTPUMYBAHHS OCHOBHUX MiKiB H& XpOMaTOrpami BUNpoByBaHoro

PO3HKHY, NPUIOTOBAHOTO LNA KINEKICHONO BU3HAYEHHA, NOBUHEH
BIANGBINATY Yacy yTpUMyBaHHS nikie deHniBepuHio Ta nitocheHony
Ha XpOMAaTOrpaMi po34uHy NOPIBHAHHA 3 TOMHICTIO + 2%
MNposopicts Poauni mae Bytv npozopum Bignoeinae
KonboposicTb 3abapeneHHs nikapcbkoro 3acoly mae ByTU He IHTEHCUBHILLUM 3a Bignosigae
sabapenenHa etanona GY2 abo Y2
pH ¥ npoueci sbepiranns: 6,6 - 7.6 6,9
O6'eM, 110 BUTSraeTLCH He meHwe 2,0 mn Bignosigae
MexaHiuHi BKMoueHHs. MNpaKkTyHe BinbHWI Bif yacTok Bignosigae
Buaumi vactkn
MexaHiuHi BKIoYeHHs. =10 MKM He BinbLie BO0D vacTox Y KOHTelHepi Bignoeigae
Hesuaumi vactiu 2 25 mKkm ne Ginblle 600 YacTok Y KOHTeHHepi
KinekicHe BUaHaveHHs 1. MeTawmizon Hatpilo (C13H1BN3NaQ48): 475,0 - 525,0 mrimn 488,3 mrfmn
2. ®ennisepunio Gpomia (C22H29BrN20): 0,018 - 0,022 mrimn 0,020 mr/mn
3. MiTodrenony riapoxnopug (C22H25NO4*HCI): 1,8 - 2,2 mr/mn 1,9 mrfmn
Ynakoska 3rigHo sumor MKS Biancsinae

BUCHOBKH: Ceprudixar aHanisy Ne 1223 Bin 25.07.2023 TiATBEPIXYE, WO nepesipenuii 3pa3soK mpenapary
SOP/G-5.10/D1 Crop. 1i3 2




BAPAJII'TH®, posuns mrs iH'exuiid,

- . ¢’
KapTOHHIA maditi, Me cepii BRGO3 A
Monzosa sinnosinae BuMoram M5k
i
e

"MeaHYHOT TpoTyKIii™”
I(inems ceprudikara awanisy Ne 1223 gig 25.07.2023

SOP/G-5.10/D1

Crop. 2i32




CK bankan ®apmacnoTikanac CPJI Koyx F02-
RPY-06 Aol
Bepcist Ned 13.07.2022 Cr.123
Cepradikar sikocti
Ne230605/S1/11 Bin 07.06.2023

Hassa npoaykry Bapaurin®, posunn aan in’exniii 500 mr+2 mr+0,2 mr/mu, 2 mj, NeSx2
Bupobnux CK bankan ®apmacerotikase CPJI

MD-2091, Pecny6nixa Mosnposa, Myninuniii Knmunis, m. Cumxepa, ByJI.

Inaycrpiansua, 7/A/
Cepis Ne. BRGO3A Kinekicrs 13621 ynakosxn
Hara BUpoOHuUITEA Hara npumaraocTi

22.05.2023 05.2026
Hara einGopy Hara BinGopy 3paskis 23.05.2023/
3paskiB g aHanizy | 05,06.2023 JUTA aHATI3Y MIiKpo- 25.05.2023
dizuko-xiMiyHoT Giomoriunoi naboparopit
JabopaTtopil
KinbkicTs - Kinpkicrs BiniGpanux 20 amnys/
BiflibpaHuX 3paskir 3pasKiB Juld aHATI3Y 3 amuyam
Ans aHamizy ¢izuko- Mikpo-6ionoriunoi
xiMiunoi 1aGoparopii naboparopii
Mata sakiHgenms 05.06.2023 Hara zakinuenus 06.06.2023/
aHamizy y tismko- aHali3y ¥ Mikpo- 25.05.2023
XiMiuniit GiomoriyHii naGoparopii
nabopatopii
Pedepentrnii 3pasok | 13 ymakoBox

CrabuteHicTs -

Homep mokymenry: SPC-FP/369-06-269 Bepcin 1

1. nHe

lIposopa Gezbapena aGo 3nerka 3abapeiaena piguHa.

L

IIpo3opa,
Oe3bapeHa pinrna

2. Inenrndicanis

[licis  ezaemonii 3 posbaenenum  posuunom

MeTamizony XACPUCMOB0OHEEOT KUCROmY P CIIOYATKY
HaTpiw BIIMYBACThCA FOCTPHIA 3aNaX CipHHCTOro aHrigpuny, a
noTiM GopMaibaeriay. Biarnopsinae
Hicns  B3aemonii 3  xowyewmposanum  posuunom
nepexucy 600wio P 3'ABIA€TbOA CHHE 326apBieHH,
AIKE LIBUAKO 3HHKAE I IPOTATOM KiNBEKOX XBIUIHH CTAEC
{HT€HCHBHE YEPBOHHM.

3. Inentndiranis Yac yrpuMyBaHHA OCHOBHMX MIKiB Ha Xpomarorpami
tpennisepurnio BUMPOOYBAHOrO  PO3YMHY, TPHrOTOBAHOIO  JUIN Bignorinae
Opomin Ta | KUTBKICHOTO BH3HAYEeHHA, TOBHHEH BiMMOBiAaTH Hacy
uirodgenony YTPHMyBaHH: LIKiB (heHNiBepuHio Ta niToheHoHy Ha
rizpoxmaopuay XpOMATOrpami po34HHY {IOPIBHAHAS 3 TOUHICTIO + 2%

%}(&H Yosig o, 27 OL ;é{




CK baaxan @apmacerotikanc CPJI

Ko F02-
RPY-06

Bepcis Ne4

13.07.2022

Cr.233

Ceprudikar sikocri

Ne230531/51/17 Bix 07.06.2023

4, IIpo3opicTh Po3uun Mae 6yTH nposopuM. Binmogigae
5. | Koasoposicts 3abapenenHs Jiikapckoro 3sacoby Mae Gyta He | He iHTeHCHBHIUIC
iHTeHCHBHINIM 3a 3a6aprienns eraioHa GY 2a6oY | za 3abapBieHHs
2. eTanioHaY>
6. |pH Bin 6,6 1o 7,4 na vac surmycky. 7,10
7. 06’em, mo | He menmre 2,0 st 2,04 mn
BHTATAEThCS
8. [ Cymposigui Homiwra (4 -mermnamitoantunipun): ne 6imsme 3,0 | 2,33 %
JoMiIKH %. 0,08 %
byov-axa inwa domimxa : ne Ginpiue 0,1%. 2,41%
Cyma domiutox : He Ginpire 3,0%.
9. | Mexaniuni IlpaxTHyno BinbHUIA Bif yacTOK Bianosinae
BKJIIOYCHHS:
Buanmi uactkn
10. | Mexaniumi > 10 pm ne 6inpme 6000 y kouteitnepi Binnosinae
BKINYCHHA: 225 pm He Ginbure 600 y koHTeitnepi
Heppaumi wactkn
11. | Bakrepiajaeni Mene 70 MO/mn. Binrnosinae
€HJ0TOKCHHH
12. | CrepuasHicrb JlikapchkHii 3aci6 Mae 6yTH CTepIILHIM. Bignosinac
13. | Kiaskicue Big 475,0 mr/mia no 525,0 Mr/mMn Ha MOMeHT BHITyCKy | 499,85 mr/mi
BH3HAYEHHAN Ta B nipougeci 30epiramus,
(meTamizon
narpile (Ci3 His N3
NaQ,8))
14, | Kiankicue Binx 0,019 mr/mn go 0,021 mr/Mn Ha MoMenT BHITyCKy | 0,020 mr/mn
BH3IHAYEHHH Ta B npoweci 36epiranns.
(dbennisepuniio
Opomin (Czz Hpy
BrN; O))
15, | Kinericae Bin 1,9 mr/mn g0 2,1 Mr/M)1 Ha MOMeHT BHITYCKY T2 B | 1,98 mr/mn
BH3HAYeHHSH nponeci 36epiransus.
(nirodenony
rigpoxsopux  (Ca
HzsNO4 -HCl) )
Ynakoska Binnosinnicte 10 SPC-FP/369-06-269 Bignorinae
16.
17. | Mapxkypanus Bingmosiznicts no SPC-FP/369-06-269 Binmosinae




CK Bbankan ®apmacrrotikaiac CPJI Kon F(2-
RPY-06

Bepcig Ned 13.07.2022 Cr.333

Ceprudikar axocti
Ne230531/51/17 Bix 07.06.2023

**3akmouenHa YiiosHOBaXeHOT 0cobH 3 axocTi: Bapanrin®, posunn aad in’exkniii 500 mr+2 mr+0,2
mr/ma, 2 ma, NeSx2 cepiit BRGO3A einnosinac pesynsratam SPC-FP/369-06-269

CrienianicT 3 KOHTPOJIK SKOCTI I'yma l. [Migmac/ Jata/ 07.06.2023
Kepisuuk Binminy koHTposmo skocTi Kapaiisan A. Minmuc/Mara /07.06.2023

Hupexrop 3 axocti, YnoBHOBaxeHa 0co6a 3 1KocTi Conogtios M. IMiamc/ara /07.06.2023
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