Axiionepne Tosapuctso "Knismennpenapar”

Ceprudikar sikocti Ne 170863
Azumen®

Cepin

0096708

CuJia ait/ akTHBHICTD. JliKapebka
hopma Ta posmip

TabneTkH, BKpUTI MiBKoBo1o obonoukoio, o 500 mr

no 3 tabrerkn y Guicrepi, 1 6nicrep B nauui

1 TaGnerka MiCTHTR: a3UTPOMIIMHY MTIAPATY, ¥ IepepaxyBakHi Ha
asuTpoMmiuuy - 500 mr

. Hasga ta Tenedon Bupobuuka

AT «Kuismeanpenapar», T/¢. (044) 490-75-22

Hasga kpainu/ kpaid npusHayeHus
I cepil

Vkpaina

Peccrpalliiie NOCBI4EHHA, TEPMiH

i

NeUA/7234/02/01, nie GesctpokoBo

Posmip cepii 89,098  THc.yn
JNara supobuunTBa 21.06.2024
Tepmin npuaatHocTi 3.00 p-
TTpraarsnf 20 052027

YMoBH 30epiraHHs

B opwurinanbHi# ynakoBli, npH Temmneparypi ue Buie 25 °C.

BupoGuuua fineHuLs

Jinvuuns Nel uexy 3 BupoGunuTea TBEpAHX GOPM FOTOBHX JiKAPCHKHX
3aco6is, Jlinsuuusa Ne2 nexy 3 BupoOHHUTBEA TREPAKX HOPM FOTOBHX
JikapchkHX 3ac00iB

Anpeca BHpoBHHUOT AiNBHULL

Vkpaina, m. Kuis, Byn. Cakcaraucbxoro, 139

Anpeca Ta MicLE NPOBEAEHHS
KOHTPOJIO SIKOCTI

Ykpaina, 01032, m. Knis, Bya. Caxcarancokoro 139, Bimnin kontpomo skocri

Jlinewsia Ha BHPOOHHUTBO

AE Ne295498

CeinouTtso npo arecrauito

Ne507 Bin 16.02.2022 p.

Ceprudiixar sianosinnocti GMP

Ceprudikar sianosinnocti GMP Ne030/2023/GMP

[TpoKoHTPOJILOBAHO BIANOBIAHO 10
BUMOT

MK J13 no peectpauiinoro nocsiguenns NeUA/7234/02/01, smina Nel, Ne2,
Ne3, Ned, smina no MK JI3 posnin "Mapkysanus" (nakaz MO3 sin
28.05.2019 Ne1186), 3minu o MKS JI3 NeUA/7234/02/01 (uaxas MO3 Bix
02.12.2021 Ne2690), sminu no MKS1 JI3 p. Mapkysanns (ka3 MO3 sin

17.02.2022 Ne318) (Pesynerar ananisy nasesiedi B Jlonarky 1)

JloszsonicHo 1o peanizanil

Gyno BupoOneno

«lluM % 3acBUMYIO, 1110 HaseJAeHa Buule HQopMauin € gocrosipHoio  Ta TodHow. Lo cepiio  mpoaykuii
(BKMOYAIONM TIAKYBAHHA T4 MapKyBaHHs) Ta MPOBEJEHO KOWTPONL ii SKOCTI Ha BHINE3a3HAYEHIA ninbHuli Yy MOBHIA Bianosianocti
4 BHMOTaMH GMP, BCTaHOBNEHHMH MICLEBHM PCTYJIATOPHHM OPraHOM, @ Takok BIANOBIAHO j0 crewwdikauift, wo wmictaTies vy

peccrpauifinomy  gocwe.  [lporoxonu  BApOGHMUTBA, MaKyBaHHs Ta avamsis  Gyio nepernsHyTo Ta  BCTAHOBICHO
GMP» "

YnosHosaxeHa ocoda 3 #KocTi Mapuna FTAJIIYEHKO

25.07.2024




ARTERIUM

AkuioHepHe TosapucTeo "Kuismeanpenapat”

Honarox 1 no Ceprudikary skocti
Ceprudikar aHanizy Ne 170316

Azumen®

TabaeTn, BKPHTI MIiBKoBOI0 0600HKO0I0, 1o 500 mr
no 3 Tabnerxu y Gaicrepi, 1 6aicrep B nayui
1 TaGnerka MicTHTL: asuTpoMiuuHy AMriapary, y nepepaxyBansi Ha asuTpominus - 500 mr

Cepin 0096708

Kin-1b B cepii 89,098 1ic. yn

Jlara Bupo6uuuTBa 21.06.2024

Jlara pHpaui 25.07.2024

AHajli3 BHKOHAHO Y BIAMOBIAHOCTI 3 MK31 JI3 1o pecerpauiiinoro nocsinuennn NeUA/7234/02/01, 3mina Nel, Ne2, Ne3, Ned,

3mina ao MKS JI3 poaxin "Mapkysanna" (nakas MO3 sia 28.05.2019 No1186), sminu
ao MK JI3 NeUA/7234/02/01 (naxas MO3 i 02.12.2021 Ne2690), smimu 10 MK
JI3 p. Mapkysanus (ka3 MO3 sia 17.02,2022 Ne318)

Ne | Haiimenysannsa nokasHuka Bumorn MKS/AHJ Pesynvrar ananisy BuchoBok

1 | Onue TaGneTky, BKpHTI NNiBKOBOK 060IOHKOIO, Bianosinae Binnosinae
CBITN0-GNAKHTHOIO KONBOPY, OBANBHOI
$OopMM 3 IBOONYKIIOKD TIOBEPXHELD, 3
pHckoio 3 ofHoro 6oky Tabnetku. Ha
nonepeyHoMy 3pizi noMmiTHo aapo Ginoro

KOJILOPY.

2 | Lnentndikauis A. BEPX Bianosingae Bianosizae
B. Jlac xapaxtepuy peakuito na Tutan (1V). Bianosinae Bianorinae
C. Jlae kobOpPOBY peakiiio Ha Bianoeinae Bianosigac
IHAMrOKapMiH

3 OAHOPIAHICTb O30BAHUX OAMHHIIb Mae BuTpumysari Bumorn J10Y, 2.9.40, Bianosinae Bianogigae

4 | Posunnenns, % Ipenapar Mac BATPUMYBATH BUMOTH Bianosinae Bianosizac
ADY, 2.9.3 npH pernaMeHToOBaHOMY /103-105%/

CTYNEHI PO3YHHEHHSA asuTpoMittuuy (Q)
75 %, Bia BMiCTY, 3a3HaYEHOrO B po3/ini
«Cxnan Ha ofHy Tabnetky»,




¢ ATERIUM

AxuioHepHe ToBapucTeo "Kuismeanpenapar”

Honarox 1 no Ceprugikary sxocri
Ceprudixar anamizy Ne 170316

Azumen®

Ne | HaiimenypaHus nokasuuxa Bumorn MKSI/AHLL Pesynvrar ananizy Bucnosox

5 | Cynposinui nomimks,% Jomimka B — ne Ginswe 2,0 %. Bignosigae Binnosinae
Jlomitxu A — we Ginsie 0,5 %. Bipnosinae Binnosinae
Hominiku C — He Giasiue 0,5 %. Bianosinae Binnosinae
Jomiwixu E — ue 6inswe 0,5 %, Binnoeinae Bianosinae
Jomiuncn F — ne Ginsume 0,5 %. Bianoeinae Binnosinae
Jomiwkn G — e Ginpme 0,5 %. Bianosinae Bianosigae
Jomiwmxy H — He Ginbie 0,5 %. Bianosinae Binnosinac
Jomiurky 1 — ne Ginvine 0,5 %. Bianosigac Binnosinae
Jomimku L — ne Ginsie 0,5 %, Bianosinae Bianorinae
Jomimku M ~ e Ginsue 0,5 %. Bianosinae Bianosinae
Jomiuiky N — ne Ginsiue 0,5 %. Bianosigae Bianosinac
Jomiwku O — ue Ginve 0,5 %. Binnosinae Bianoeisae
Jomimku P — ue Ginsme 0,5 %. Bianosinae Binnosinae
Cyma pomitok D i J — ne Ginbe 0,5 %. Bianosigac Binnosinae
Bynb-sika inma aomimka — ve Ginbue 0,2 Bianosinae Bimnosinae
%.
Cyma Beix AoMitok — ue Ginsine 3,0 %. Bianosigaec Binnoginac

6 | MikpoGionoriusa unctora Kpurepii npuiinatHocri: 3aransne uncno Bianosinae Binnosinae

aepoOHuX Mikpoopranizmis (TAMC)(ans
CTIHKHX 10 aHTHMIiKpoGHOT Aii dopm
mikpoopraniamis) - 1000 KYO s 1 1.

* - KOHTPO/OETbCA KowHa 10-Ta cepis

Kpurepii npuiinatHocti: 3aransue yucno Binnosinae Binnosinac
APUKIDKOBHX | muticenesux rpubis (TYMC)
-100KYOB 1T

* - KOHTPOMOEThEA KoxHa | 0-Ta cepis

Biacytnicts Escherichia coli (ana criftkmux Binnosinae Bignosinae
MiKpoOpraHismis) B 1 r.
* - KOHTPOMOETBCA KokHa 10-Ta cepis

i KinkkicHe BU3HAYEHHS BMmicT azuTpoMiumny B oauiit abnerui 500 Bianosinae
mac OyTw Big 475 Mr 10 525 mr, y
nepepaxyBaHHi Ha CepeHio Macy

TabneTku.
‘Mapkysauus 3rinso MKSI JI3 Bianosinae Binnosinae
9 | VYnakonxa 3rigno MKSI Ji3 Binnosinae Bianosinae
Tepmin npuparaocrti: 3.00 poxin Mpunarimii no: 31.05.2027
Ysmonu 3bepiranna: B opurinansuiii ynaxosui, npn Temnepartypi ne sume 25 °C.
Bucronku: Bianosinae sumoram MKSI JI3 no peccrpauiiinoro pocsiiadin

Ne3, Ned, amina ao MKSI JI3 poanin “Mapkysa 4
MKSI JI3 NeUA/7234/02/01 (naxaz MO3 sin §
(ka3 MO3 pin 17.02.2022 Ne318)

Hauansuux BIKS
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