®1.01 - COII 04.32-09
Ipusarne axuionepne rosaprcrsao «JIi H»

Yupaira, 10001, u. Warrounp, woce Kniscexe, Sya. 21, ren {0412) 42-72-91
Jligersin wa supobunurso tixapcskux 3acobis cepin AB, M S98083
Ceprudixar siznnosinnocri GMP mmeanmozm YGMP
Buuipiosamua sabopavopin BKS TpAT lixrpass»
Caizoureo npo arecraubo Ne 452 mw,ov.mnp.mmmvmsmxm T8 KOHTPOAK! 38 HEPROTRERMM,
Ceprudrixar nisrsepoxenns i Ne 028/2018 8ix 10.09.2018 p. musasnuit 211 «KRTOMHPC rAMANpTMETPOROriaN

CEPTH®IKAT AKOCTI Ne 520-20 6id 11.01.2621 p.
Jlenexn xopenesuma no 75 r y naukax 3 BHYTpilIHiM nakerom

@ AIKTPABM

Peccrpauiiine nocsinuenna Ne: UA/5771/01/01; repmin aii_no 21.09.2021

Howmep cepil (napril): 51220

Jarts supobunursa: 30.12.2020 p.
Po3mip cepil (naptiy): 29 848 wr.
Tepmin npuaarnocri: 3 poxu

Anani3 nposeaeno sriano: MKS1 no PIT Ne UA/5771/01/01, 3mina Ne 1, Hakas MO3 Vxpainu Ne240 iz 08.05.2008

3osuiwmi osnakn: IlMaroukn xopeneBmiL pizHol
Konip xostysaruli abo poxesysartuh, inoai 3en

BKAIOYEHHAMH. 3anax cuibumi, apomatanii. Cmak NPSHO-TipKUll.

eHYBaTHR 3 X0

Gopmu, WO NPOXOAATL Kpi3h CHTO 3 OTBOPaMHU POIMIPOM 5600 Mxu.
BTyBaTo-6ypumu, uepBoHyBaTO-6ypHMH a0 Gypumn

Ne HalimeHyBauus xapakTepueTuks Hopmaruene snaueuns | Pesymsrar amanisy
1 Laenrudikauis A srizso MK Bianosiaac
2| lnewrndixauis B sriano MK BiAnOBigAC
3 | Laewrndixauis C srizno MKS BLAIOBINAC
4 | Edipnoi onii, % He MeHme 1,5 2,53
5 Brpara 8 Maci npa sucywysanui, % He Gimme 14,0 13,8
6 3oau 3aranshoi, % He Gimsure 6,0 3,86
7 | Ilimarouxis kopenesuu, wo noGypinn Ha anami, % e Gimnine 5 1.6
8 HacTox, 1o He npoxeasTs Xpish curo 5600 Mk, % He Ginsie 10 ~ 34
9 Yacrok, wo npoxoasts kpiss cHro 250 MM, % ne 6ismue 10 0.4
10 | Opraniunoi nomitmku, % He Ginsine | 0.2
11 | Minepansuoi aomimku, % He Gisbiie 2 0.6 ;
12 | 3aransse wncno acpobuux M/o (TAMC), KYO/r He Ginswe 10 000 000 430 000
13 | 3araabue YKcR0 APINDKOBMX | MTICCHERAX rpubis (TYMC), KYO/r ne Ginse 100 000 12 500
14 | Escherichia coli, KYO/r He Girnie 1 000 smenuie 10
15 | Salmonellas25r HE IORYCKACTLCS HC BHYBIACHO

16 | Panioaxrusnicts no Llesito 137, Br/kr . He Gigsme 500 42
17 | Panioaxrussicrs no Crpouutino 99, bi/kr e Ginpwe 200 19
18 | Maca amicry ynaxosks, r He menie 71,25 sianosinac

19 | Cepenns maca emicty 10 YAKOBOK, P He mMenine 73,8 74.6

20 | Yuaxoska 3riano MK Bianosigac

21 | Mapxysanus 3rigo MK Bianonigae

22 | Jlata sakiHueHHR TEPMiHY NPUAATHOCT 20 12.2023 p.

BUCHOBOK: sianosigac sumoram MK 10 PIT N UA/5771/01/01, 3min Ne 1, Haxasy MO3 Yxpaiun Ne 240 sin 08.05.2008

Llum niatsepaxkyso, o sei BupoGHMYi cTanil AN
BHMOTI'aMH, 3a3HAYCHUMHU B YHHHIN HacTaHoBl 3 G
peecTpauifiHOre H0Cke KpaTHH NPHIHAYEHHA.
Hossoneso no peanizauii.

Havansunx BKA

Hauyansnnk Cayx6u sxocti 1a po3sutky-

YnosHosaxeHa ocoba

iheHTy p’mauh?:ﬂun XOA

1110481181




Haspa gikapcbkoro 3aco0y

TOBAPUCTBO 3 IOJATKOBOIO BIATIOBIAAJLHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Vkpaina, 65080, m.Oneca, Jlioctaopdeska nopora, 86
Ten. (048) 7772950, dakce (0482) 340803,
E-mail: INFO:@ INTERCHEM.COM UA

inter
chem

Ceprudikar sikoeri Ne 2615 Bin 24 rpyans 2020 poky

Jlikapceka dopma, 103yBanHsa TabjaeTKn

Peectpaniiine nocsinuenns

Jinen3is

Micue npoBaxxenus

BupoOHMUTBO NikapchkuX 3aco6iB

AHAJIBI'TH-AUBA3OJI-ITATTIABEPUH

UA/15689/01/01 3i 3minamu aie 1o 17.01.22 p.

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka o61acTh, M. Oneca,

JIroctnopdebka nopora, 6ya.86

AignbHOCTI

Cepradikar GMP 051/2019/GMP zie no 07.06.2022 p.
Homep cepii 26151220

Po3amip cepii 2873 ynakoBok Ne 10

Jara BHpoGHHNTEA 17.12.2020 p.

Ananis nposeneno sriano 3 MK 3i 3minoo Nel 1o p/n UA/15689/01/01

65025, m. Ogneca, 21-ii km Crapokuiscbkoi goporu, 40-A

KOJIbOPY, MJIOCKOUMIIHAPUYHOT hopmu 3 dackoro. Ha
OIHIM NOBepXHi TabNeTKN HaHECEHHI TOBapHMIA 3HAK
MiANPUEMCTBA, Ha APYTiii TOBEpXHi TabNeTKH - pHCKa.

HaiimenyBanns
ypar Bumorn MKSI PesynbTarn Bunpobysann
NOKa3HHKIB
1 2 3
Onwue Tabnetku 6inoro abo 610TO 3 )KOBTYBAaTUM BinTiHKOM Tabnetku 6inoro 3 xoBTYyBaTUM

BIATIHKOM KOJIbODY,

IO CKOLIMJTIHAPUUHOT GOpMM 3
dackoro. Ha onniit nosepxwi
TabNeTKU HaHEeCEHMH TOBapHHUiA
3HaK MIANPUEMCTBA, Ha ApyTii
NIOBEPXHI TabJIETKH - PHCKa.

Inentudikauis

A. Ha xpomarorpami BUNpoGoByBaHOro po34MHy MOBHHHI
OyTM TNSMM Ha PiBHI MJISM Ha XpOMAarorpami po3uMHY
TNOPIBHAHHS, BiANOBINHI iM 32 po3MipoM i 3a6apBneHHIM

Biamosinae

B. Yacu ytpumanns nikiB MeTamizony, mamasepuny Ta | Bimmosinac
Genpmasony Ha Xpomarorpamax BUMpoGOBYBaHOTO PO3UMHY
Ta PO3YMHY MOPIBHAHHSA, OJEP)KAHUX IPH BUNPOOYBaHHI
«KinbKicHe BU3HAYeHHs», TOBUHHI CITiBNAgaTH.
Cepenns maca Bia 332,5 mr no 367.5 mr 341,2 mr
Tanex He 6inpwe 3,0 % Bia cepeanpoi MacH TaGneTkw. 2.35%

OnHopiaHICTE
J030BaHUX
OJIMHULIL*

Ilpuiimanee uncno (AV) mis nepumx 10 oauuuLb
noBuHHe OyTh MeHme abo nopiBhioBatn L1 (15,0) y
BiacoTkax. Slkmo npuiiManbhe uucno Gimsme LI, y
BIACOTKaX BMNPOOYBAHHIO MiAjaloTh HacTynHi 20
OJMHMUB i OOUHCITIOIOTD NPUMAIIbHE YHUCTIO.

Bumorn OJIO BMKOHYIOTbCS, SIKWIO KiHLEBE NpHHMAIbHE
4ucIio, po3paxosane i3 30 oauHULB, MeHLuE a6o AOPiBHIOE
L1, y Bimcotkax, i »omeH iHAuBimyanbhuii BMmicT y
1030BaHii ogMHMLI He € MeHwuM 3a (1 - L2x0,01)M i ne
Oinbmum 3a (1 + L2x0,01)M. (L2=25,0).

Meramizony Harpiro — 3,7 %
[Tanasepuny rigpoxnopuny —
8,7%

bennasony rigpoxnopuay — 6,8%
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1 2 3
Po3unHeHHs Kputepiii npuiiHsaTHOCTi Ha piBHi S1 moBuHeH OyTd He | Meramizony Harpito — 87,1 %
meHwe (Q + 5) % ana koxHoi 3 6 oauHuub. Skwmo | Ilanasepuny riapoxnaopuiy —
olepXKaHi  pe3y/isTaTM He  BianoBigawTe  kpuTepiwo | 85,3 %
NpUAHATHOCTI Ha piBHI S1, BUNpoOyBaHHs NPOROBXKYIOTh | benpasomy  riapoxnopumy
Ha piBHsX S2 a60 S3. Q = 75 %. Yac po3urHeHHs 45 XB. 83,1 %
CynpoBiaHi Ha xpomarorpami BUIpoO0BYBaHOTO PO3YHHY:
JOMILIKH - naoma mika gomimku A Ta aomimwikd B He Mae | He merextyerhca
TEPEBUILYBATH TUIOILY OCHOBHOTO IMiKa Ha XpOMaTorpami
po3uuHy nopisHsHHSA (0,2 %);
- nmoowa mnika aomimku C He Mae nepepumyyBaty 2,5 | 0,26 %;
MO OCHOBHOMO Tmika Ha XpOMarorpami po3YMHy
nopiBusaHHS (0,5 %);
- miomwa mika Oyap-skoi iHwWoi JgoMimkk He Mae | 0,05 %
nepesunryBarn 0,5 mIomi  OCHOBHOrO MiKa  Ha
Xpomarorpami po3uuHy nopisasHHsa (0,1 %);
- cyma mom ycix mikiB, KpiM ocHoBHoro mika, He mac | 0,31 %
NepeBHUILYBaTH 5 TUIO OCHOBHOTIO ITiKa Ha XpoMmarorpami
po34uHy nopieasHHA (1,0 %).
KinbkichHe Bumict  CisHieN3NaO,S-H,O  (Mmeramizomy  Harpiwo | 244,6 Mr
BHU3HAYEHHS MoHorigpary) B Tabnerui mae O6ytm Bia 237,5 mr o
262,5 mr;
C,0H.CINO, (nanaBepuny rimpoxnopunay) - Big 18,5 mr | 20,4 mr
1o 21,5 mr;
C1H2N;-HCI (Genpasony riapoxsiopuay) - Bin 18,5 mr | 20,7 mr
no 21,5 mr.
MikpoGiosnoriyaa 3aranbhe umciio aepobHux Mikpoopratismie (TAMC): ne | 50 KYO/r
yucToTa** 6inbme 10° KYO/n
3aranbHe YMCNIO JAPDKIKOBMX Ta IuticeHeBuX rpubis | Menwe 10 KYO/r
(TYMC): ne 6inbe 10° KYO/T.
BincytHicte Escherichia coli B 1 T npenapary. BiacytHi
IlakyBaHHs o 10 tabnerok y Gaicrepi; no 1 GricTepy B navui. Biamnoginae
MapKyBaHHs 3riZHO 3 TEKCTOM MapKyBaHHs J0 p/ml 3i 3MiHaMu Bimmoginae
Tepmin 2 pokH Ho 01.2023 p.
NPUAATHOCTI

*. KOHTpONb JAHOTO TeCTy MPOBOAATH 1A KOXHOI I'AToi cepii roToBoro mpenapary y 3B’s3Ky 3 THM, WO Leii TecT
KOHTPOJIOIOTE B Hepo3(acoBaHux TabneTkax KOXKHOI cepii mpemapary.

**_ KOHTpOMb NAHOTO TECTY MPOBOAATHL WIS KOXKHOI II'STOI cepii FTOTOBOro npenapaty y 3B°43Ky 3 BiANOBIAHICTIO BUPOOHHLITBA
I'J13 eumoram HBII (GMP).

Bucnosok: AHAJIBI'TH-JIUBA30JI-TIATIABEPUH, tabnerku Ne 10 cepii 26151220 Bianopinae BumMoram
MKH 3i 3aminoro Nel no p/m UA/15689/01/01.

3asiBa mpo ceprudikaniro: [um s 3acBiauyto, o HaBeleHa BHIIE iHPOPMALlif € TOCTOBIPHOIO Ta TOYHOK.
Llro cepiro mpomykuii Gys0 BUpoOneHO (BKIIOYAKOYHM NMAaKyBaHHsS i MapKyBaHHs) Ta MPOBEAEHO KOHTPOJIb ii
AKOCTI Ha BHIUE3a3Ha4eHid AUTBHMII Yy nNOBHIN BianoimHocTi 3 BuUMoramu GMP, BcTaHoBIEHHMMH
peryasaTopHuM opraHoM YKpaiHH, a TakoX BiANOBiJHO 10 crienmdikaiiii, o MiCTATbCS y peecTpauiiHoMy
nocke. IIpoTokony BUpOGHMUTBA, MAKyBaHHS Ta aHaIi3iB Oy10 MEpPemIAHYTO Ta BCTAHOBAEHO BiANOBIAHICTh

GMP.
YKpaina |
3acTynHHK reHepajJbHOr0 JHPEKTO, ai;a‘;" Ko 65?‘2%;;&;” 86:
/YnopHOBaxeHa 0coba : "7 3. 0. TNixe
“IHTEPXIM® :
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