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CepTudikar akocri N2 040000115802

lemoTpan®, po3unu ana iH'ekuiii, 100 mr/ma no 10 mn s amnyni, no 5 amnyn y 6nicrepi,
no 1 6nicrepy y nauyi
TMIT PO3UUHY MICTUTD TPAHEKCAMOBOIT KUCITOTW Y NEPEPAXYBAHHI HA 100% CYXY PEYORBWHY 100M™

Homep cepil: 10524 KpaiHa oTpumyBau: YKkpaiHa
KinbKicTe Npoaykuii: 87.115 Tuc.amm. N2 PeecTp. noceigueHHs; UA/M3975/01/02
Lava supofHuyTea; 05.2024 TepmiH gii peecTp. noceiguenHs:  HeoBmexeHwn

ARaniz BuKoHaHi No: MKA 113 go PITNeUA/13975/01/02, aminm sig 15.08.2023 p.

HalimeHyBauHa nokasHukis Bumorn AHA(cneyudikanii) PesynsTtati BUnpobysakb
Onuc Nposopun, 6ezbapenuii abo CBITRO-KOPUYHEsUA

PO34MH Bignoeigae
laeHTUdIKaL s Ha xpomarorpami posuuny nopisHanna {a),

ofepxarii B pozgini "CynpoeigHi gomiwkn" yac
YTPUMYBAHHA Nika TPAHEKCaMOBOT KUCAOTH Mae
CMIiBNafaTH 3 YacoM YTPMMYBAHHA nika

TPaHeKCaMOBOT KUCAOTU Ha XpoMaTorpami po3unHy

AopieHARHA {€) 3 TouHicTio £2 % Bipnosinae
Mpozopicts Mae 6yt nposopum Binnoeigae
KonboposicTs Mae 6yt 6eabapsrnm abo sabapeneHns npenapary
Mae ByTn He IHTEHCMBHIILMM 3a eTasilon BT Bianceigae
pH Bin 6,5 a0 8.0 7.4
06"eM, WO BUTArAcTLCH He meHiue 10 mn Bignorinae
CyrnpoBigHi gomiwkn
Aomika A He 6inblie 0,5 % 0,0 % (<MKB)
Aomiwka B He Ginbwe 0,5 % 0,1 %
Aomiwka C He &inbwe 0,1 % 0,0 % (<MKB)
aomiwka D He 6inbire 0,1 % 0,0 % (<MKB)
HecrieldikoaHa gomillKa He Ginbwe 0,1 % 0,0 % (<MKRB)
CyMa AOMILLOK He 6inbwe 1,0 % 0.1%
MexaHiuHi BKNIOUeHHA
BUAWMI 4aCcTKK MoBUHHI GyTN BiACYTHI Binnoeifae
HeBmaumi yacrku
Hactok 3 poamipom 10 MKM | He 6invwe 6000 & amnyni
Ginblie 179
HacTok 3 poamipom 25 MKM i He 6inkue 600 & amnyni
Ginblwe 8
CrepunsHicts Mae 6yt cTepunbHrm Binnoeinae
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bakTepiancHi eHAOTOKCAHM I'PaHWYHA KOHUERTPALTA CTAHORUTL 0,33 MO Ha 1
M TRaHEeKCaMOBO! KUCNOTw Bignoeipae

Kinbkiche BuzHauenus

TPAHEKCAMOBA KUCIoTa Big 85,0 mr go 105,0 mre 1 mn npenapaty 96,6 mr/mn
Ynakoska Mae Bignogigati Bumoram Bignosinae
MapKyBaHHA Mae sipnosigati sumoram Biamoeinae
Tepmin npuparHocri: 2 poKu flo 05.2026

¥moeu 36epiranHa:  3Gepiraty B OpWTiHaneHIi ynakosui npw TemnepaTypl He suwe 25 °C

Komeurapi:

3ansa npo ceprudikayiio;

Uum = 3aceiguyio, wo BuweskazaHa iHbopMaLia € AocToBIpHO | TOUHOW. Lo cepito npopyxuii 6yno eupobnero (BKNOYaouUK
YNakoeKy/MapKyBaHHsA) Ta NpoBeaeH KOHTPONb 11 AKOCTI Ha HWKYEBKa3aHil AiNbHULI & NOBHIG BiAiNOBiAHOCT 4O Bumor GMP,
BCTAHOBNEHUX MICLEBUM PEryNATOPHUM OPraHoM, a TaKoxX ¥ BIANOBIAHOCTI i3 cneumdikavismu, siki 3HAXORATLCA ¥ peecTpaditHomy
AOCHE/TOProBol Niyensii. MpoTokou BUPOBHWYTBA, NakyBaHHA Ta aHanizie 6ynu MepesipeHi Ta BCTaHOBSEHa BiAnoBinricTe GMP,

HRossoneno Ao peanizayii / No BigBaHTaXeHHA

YnoeHoeaxeHa 0coba — MMposigHui iHxeHep BCraBN AHApycnk-LLyKiHa M.M, 10.06.2024

BupobHiuua ginbHuys;
YKPAIHA, 04080 m. Kuis-80, syn. Knpunisceka, 74; Niyensist Ha aupobHuyTEO AE N2 637430 Big 07.04.2015;

Ceptudikar GMP NeQ84/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Bif 15.12.2023; UP/I-530-10/21-03/13 sig
28.10.2021, GMP_UZ - 08:2023 sig 30.11.2023

Koutponb akocti Ta BMgava AozBONY Ha peanizayifo:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupnnisceka, 74; Ceigoutso npo arectayin Ne 390 Big 22.01.2019
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