OpHopigHicTb
A030BaHUX OAUHHLL *

llpuiimanbre yncio (AV) gas nepuux 10 oAMHULD
NnoBUHHE 6yTH MeHIe a6o AopiBHIOBaTH L1 (15,0).
Akwo npuiiManbHe YKcI0 6iabiue L1, BUnpo6ysaHHI0
niaxawTe HacTynHi 20 oAMHHULIE | 06YHUCTIOITh
npuiManbHe 9ucno. Bumoru 0JJ0 BUKOHYIOTBCA, IKLILO
KiHIleBe NpuiMa/bHe YUCII0, po3paxoBaHe i3 30
OJMHHMIb, MeHLIe a6o fopiBHIOE L1 i »o1eH
iHAUBilyaNbHUH BMICT y 030BaHii 0AMHUL He €
MeHWHM 3a (1 - L2x0,01)M i He 6inbmum 3a (1 +
L2x0,01)M npu 064HcIeHHI TpHHMaNbHOTO YHCAA
(L2=25,0).

1,9

Po3ynHeHHA

Kpurepiii npuiinaTHocTi Ha piBHi S1 moBUHEH 6yTH He
MeHiue (Q + 5) % Asst KOXKHOT 3 6 OAMHMILB. KO
O/lepKaHi pe3y/IbTaTH He BiANOBIJAIOTH KPUTEPiO
NPUAHATHOCTI Ha piBHi S1, BUNIpoGyBaHHA
NPOJOBXYIOTh Ha piBHsAX S2 a6o S3. Q = 75 %. Yac
pO34YMHeHHA 45 XB.

99,0 %

CynpoBigxi gomimku

Ha xpomaTorpami BUTpo60BYBaHOTO PO34YHHY:

- aomimku C, D: nyowa mika KoXXHo1 JOMIIIKHK He Ma€
nepeBHIyBaTH 1,5 noili 0CHOBHOro nika Ha
XpoMaTorpami po34uHy nopisHAHHA (a) (0,15 %);

He geTekTyeTbca

- AOMilliKa A: riola nika He Ma€ MepeBUIyBaTH
TJIOILY BiZANOBIZAHOrO MiKa HAa XpOMaTorpami po34yuHy
nopiBHAHHA (c) (0,01 % (100 ppm));

He peTekTyeThbCca

- 6yAb-s1Ka iHIUA AOMilIKa: IJIOILA MiKa KOXKHOT
AOMILIKH He Ma€ NepeBHULYBaTH IJIOLLY OCHOBHOTO
nika Ha XxpomaTorpaMi po34uHy nopiBHsaHHA (a) (0,10
%);

He geTekTyeThcs

- CyMa JIOMILIOK: CyMa /1oL yCiX MmiKiB He Ma€
NepeBUIIYyBaTH TPH IJIOLLi OCHOBHOTO MiKa Ha
XpoMaTtorpami po3uuHy nopiBHsaHHA (a) (0,3 %).

Biznosigae

KisbKicHe BU3HaYeHHA

BmicT C15H15NO, (MedeHaMiHOBOT KMCI0TH) B TabeTii
mae 6yTu Bij 475,0 Mr go 525,0 Mr, y nepepaxyHKy Ha
cepeHI0 Macy TabJIeTKH.

505,0 Mmr

Mikpo6iosoriyHa
yucroTa **

3arasbHe 410 aepoGHHUX MikpoopraHizmis (TAMC):
KpHUTepiH npuitHaTHocTi - 103 KYO/r.

100 KYO/r

3arasbHe YUCI0 JPiK/PKOBUX Ta [JIICEHEBUX rpubis
(TYMC): kpuTepiii npuiiaaTHocTi - 102 KYO/r.

Menue 20 KYO/r

BiacyTtHicTb Escherichia coli B 1 r npenapary.

Bignosizae

[TakyBaHHs

ITo 10 TabaeTok y 6.1icTepi; mo 2 6sicTepu B mayni

Bignosigae

MapkyBaHHs

3riAHO 3 TEKCTOM MapKyBaHH# 0 p/m 31 3MiHaMH

BignoBifgae

Tepmin npugaTHOCTI

3 poku

[0 02.2026 p.

*- KOHTpONb 1aHOro TecTy MPOBOMATH JUTA KOXHOT I’ ATOT Cepii FOTOBOTO Npenapary y 38’A3Ky 3 THM, IO ek TECT KOHTPOMIOOTh B
Hepo3dacosaHnx TabneTKax KOXHOI cepii npenapary. **- KoHTpo/Ib 1aHOro TecTy MPOBOAATS IS KOXKHOI I1°ATOT cepii roTOBOro

npenapary y 38’ 3Ky 3 BianopinricTio Bupobuuutsa I'JI3 umoram HBIT (GMP).

BucHoBok:

naqui cepii 20680123

BIAIOBiIa€ BUMOraM

3anBa npo ceprudikaniio:
Ilro cepiro nponyxuii 6y10 BUpoGAeHO (BKIIOHAKOUM TMaKyBaHHS i MapKyBaHHS) T

MKA 3i aminamu Nel-3 no p/m UA/16620/01/02

Ium 5 3acBiguyro, 110 HaBeJeHa BUllle iHpopManis € 1

BHILLE3a3HaYeHil AibHULI Y NOBHIM BixnosianocTi 3 Bumoramu GMP, BCTaHOBJIEHH §

)

a TaKOX BifMOBINHO 0 crieuudikalii, O MiCTATECA y peecTpalilfiHomy nocwe. IIpdrar o

aHaniziB OyJo NeperisHyTO Ta BCTAHORIEHO BinmosinHicTe GMP.

AMI®EHA IC, TabseTkH, BKpHTI NIiBKOBOIO 060J0HKOI0, 1o 500 Mr Ne20 (10*2) y 6aicTepax y
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TOBAPUCTBO 3 IOOATKOBOIO BIATIOBIJIAJIbHICTIO «IHTEPXIM»

TAB «IHTEPXIM»

Ykpaina, 65080, Oneceka 06:n., M.Oneca, Jhoctaopderka nopora, Gyn. 86
Ten. (048) 7772950, daxc (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

Ceprudikar sixocTi Ne 2068  min 06.02.2023 poky

Hasga aikapcbkoro 3acoGy
Jlikapebka dopma, 1o3yBanHs

PeecTpauiiine noceinuenns

Jinensis

Micue npoBakeHHs AislJibHOCTI

Ceprndikatr GMP

Howmep cepii
Posmip cepii
JaTta BUpoGHUUTBA

AmuaJni3 npoBefeHo 3rigHo 3

AMI®EHA IC

Ta0JIeTKH, BKPHTi IJIIBKOBOIO 06010HKO010, 10 500 Mr

UA/16620/01/02 3i nie ro 19.03.2023 p.
3MiHaMu

Bupo6uunTBo Jikapcbkux 3aco6iB cepis AE Ne295499 sin
20.02.15 p., 65080, Onecnka ob6acThb, M. Oneca, JIioctaopdcnka
aopora, 6y1.86

65025, m. Oneca, 21-it km CrapoxkuniBcbKoi aoporsu, 40-A

051/2019/GMP nie a0 (et depxiikcayxon
Ne1695-001.1/003.0/17-22 Bin 15.03.2022 p.)

20680123

7 326 nakop Ne20

24.01.23 p.

MK 3i 3sminamu Nel-3 o p/m UA/16620/01/02

HajiMmenyBaHus Pesyabrarn
e Bumorn MKSI Y
NOKA3HHUKIB BHIIPOGOBYBaHb
1 2 3
Onuc Ta6seTk1 A0BracToi GopMH 3 JBOONYK/I0I0 MOBEpPXHEI, | TA6/IeTKH A0BracToi
BKPHTI IJIIBKOBOIO 060/10HKO10, 617100 KOJIbOpy dopMu 3 ABOONYKI00
TIOBEpPXHEN, BKPHTI
IJIIBKOBOIO 060JIOHKOI0,
6i710ro KoJIbOpy
InenTudikauia A.YneTpadioneToBuii CNEKTP NOIIMHAHHSA PO3YHHY AMax1 = 285 um

lipenapary, oZepXaHoro A KibKiCHOr 0 BU3Ha4YeHHA, | AMax2 = 334 HM
B o6.1acTi Big 250 HM 210 400 HM MOBUHEH MaTH JBa
MAKCHMYMH [1OIJIMHAHHA 3a JOBXHUH XBUJIb 285 HM Ta
333 um.

B. Ha xpomaTorpami Bunpo6oBysaHoro PO34YHHY Bianogizae
OCHOBHa IUIsIMa OBHHHA 6YTH Ha piBHi 0CHOBHOI
NJIAMH Ha XpOMaTOrpaMi pO34YHHY MOPiBHAHHA i
BIANOBiAaTH il 32 po3MipOM Ta KOJILOPOM.

C. Peakuiis Ha TUTaHy AioKCHA, Ho‘sym a

Cepeaus maca Big 845,5 mr 1o 934,5 mr.
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Ha3sga nikapcbkoro 3acody
Jlikapeska gopma, Ro3yBaHHs

Peecrpauiiine nocpinuenns

Jlinensisn

Micue npoBaxkeHHs! Xisl1bHOCT]

Ceprudikatr GMP
Homep cepii
Po3mip cepii

Jara BupoGHUUTBA

Anaanis npoeeaeHo 3rigHo 3

Ceprudikar sixoeri Ne 2436

AMIDEHA IC

UA/16620/01/02 3i
3MIHAMHM

Bin 18.10.2024 poky

TabneTKH, BKPHTI IU1IBKOBOIO 0007I0HKOO, 110 500 Mr

TepMIiH AiT 6e3cTPOoKOBO

Bupobuuureo nikapebkux 3acodis cepis AE No295499 gin
20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jlroctnopdcebka

nopora, 6y1.86

024/2023/GMP nie 10 23.12.2025 p.
24361024
7439
08.10.24 p.

nakos  Ne 20

65025, m. Oneca, 21-it km CrapokuiBebkoi aoporu, 40-A

MKH 31 3minamu Nel-3 no p/n UA/16620/01/02

HaiimenyBanns PesynbraT
y a Bumoru MKS51 ¥
NOKA3HHUKIB BUNIPOOOBYBAHL
1 2 3
Onwuc TabsaeTku fopractoi PopMHu 3 JBOONYKJION NOBEPXHEID, TabsieTKH A0BracTol

BKDHTI MJIIBKOBOK 060JIOHKO10, 6110T0 KO/IbOPY

$OopMH 3 BOOMYKJIOH
NOBepXHew, BKPHUTI
MJ1IBKOB OO 060JI0HKO10,
6iJ1IOT0 KOJILOPY

InenTudikarnis A.VnbTpadioseToBUH CNEKTP NOMIMHAHHSA PO3UHHY A max =285 HM
npenapary, 04epXaHoro 4 KiIbKiCHOT0 BU3Ha4YeHHs, B |Amax = 333 uM
o6saacti Big 250 uM 10 400 HM NOBUHEH MaTH JiBa
MaKCHMYMH MOTVIMHAHHA 32 JOBXHH XBHJIb 285 HM Ta 333
HM.

B. Ha xpomaTorpami Bunpo6oByBaHoro po34uHy ocHoBHa | Bigmoeigae
NJIsiMa MOBMHHA 6YTH Ha piBHI OCHOBHOI IIAMU Ha

XpOMaTOrpaMi po34yHHy NOPIiBHAHHSA i BiAnoBiaaTH ii 33

pPO3MipOM Ta KOJIbOPOM.

C. Peakuis Ha THTAaHY LIOKCHA. [lo3anTHBHA

Cepennst Maca Bin 845,5 mMr 10 934,5 mr. 885,7 Mr

OfHOpigHICTD
[l0O30BaHUX OAMHULL *

[IpuiimManbHe yucao (AV) aas nepunx 10 oAMHHLb
noBuHHe 6yTH MeHle abo gopipHioBaTH L1 (15,0). Skwo
npuiiManbHe yucao 6inbie L1, BUnpoGyBaHHIO NigAAI0Th
HactynHi 20 oAMHUUL | 06UKHC/IOIOTD IpUHMa/IbHe YHCJIO.
Bumory OO0 BUKOHYIOTBCS, SIKIIO KiHI,eBe NPUIMa/bHe
4yucIl0, po3paxoBaHe i3 30 ofMHU LB, MeHLLe a60 AOpiBHIOE
L1 ixoneH iHauBiAyanbHUM BMICT y 1,030BaHil ofuHKLI
He € meH1UMM 32 (1 - L2x0,01)M i He 6inbimm 3a (1 +
L2x0,01)M npu 06uHCIeHH] NPUAMaIBLHOI0 YKCIa
(L2=25,0).

//{%C cted 4 (l,/ ¢
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PosunHeHHs Kpurepi# npuAHATHOCT] Ha piBHI S1 MoBUHEH GYTH He 99,5 %

mene (Q +5) % a5 KoxHOI 3 6 0AMHHKLb. AKLI0
ofiepKaHi pe3yJibTaTH He BiAMOBIAAIOTE KPUTEPIIO
NPUMHATHOCTI Ha piBHI S1, BUNpoGyBaHHA NPOLOBXKYIOTh
Ha piBHAX 52 a60 S3. Q = 75 %. Yac posunHeHHs 45 xB.

Cynposigni goMilikn Ha xpomaTorpami BUNIpoG0oBYBaHOTO PO3YKHY:

CynpoBiaHi foMilKH - aomiuiky C, D: nnowa mika KOXHOT JOMIIKK He MaE He petexTyeThcs
nepesuiyBaTu 1,5 niowi 0CHOBHOTO MiKa Ha
XpoMaTorpami po3uuHy nopisuaHHs (a) (0,15 %);

CynpoBifHi foMilIKy - lomiliKa A: rIo1a fnika He Ma€ NepeBKINYBATH N0y He feTeKTyeThbCs
BIINOBIAHOTO MiKa HAa XpOMaTOrpaMi pO34KHY NOPIBHAHHSA
(c) (0,01 % (100 ppm));

- 6y/Ab-AKa {HIIA JOMIlIKa: NA0IA MiKa KOXHOI JOMIlIKH He nerexTyeThcs
He Ma€ NepeBUILyBaTH IJIOUY OCHOBHOTO MiKa Ha
XpoMaTorpami posunHy nopienauus (a) (0,10 %);

- CyMa JOMILIOK: CyMa ILUIOLY YCiX MiKiB He Mag Bignosinae
nepeBUILYBaTH TPH ILI0ILi OCHOBHOTO NiKa Ha
XpoMaTorpami posunHy nopisHaHHs (a) (0,3 %).

Kinbkicue Busnayennsa |Bwmict Ci5H sNO, (Medenaminosoi kucaorn) B Tabaerui 505,4 Mr
Mae 6yTH Big 475,0 Mr o 525,0 Mr, y niepepaxyHKy Ha
cepesHI0 Macy TabJeTKH.

Mikpo6ionoriuna 3arajbHe YMCa0 aepobHux Mikpoopraniamis (TAMC):
yucrora ** kpuTepiil npuitnaTaocTi - 10° KYO/r.

3arasbHe YUCII0 APDKKOBUX Ta MiCEHEBHX IPUOGIB
(TYMC): kpuTepiit npuitnsaTHOCTI - 102 KYO/T.

BigcyTtHicTs Escherichia coli B 1 r npenapary.

[lakyBaHHsA [To 10 Tabsrerok y 6aicTepi; no 2 Guicrepu B nauni Bianogizae
MapkyBaHHS 3rifHo 3 TEKCTOM MapKyBaHHA L0 p/n 31 3MiHaMH Bignosigae
TepMin npuaTHOCTI 3 poKH [0 11.2027 p.

*- KoHTpOib 1aHOr0 TECTY NPOBOAATH I8 KOKHOT I1'TOi Cepii FOTOBOI0 NMpenapary ¥ 38 3Ky 3 THM, 110 Lelf TeCT KOHTPOMOIOTS B
Heposdacosamix TabneTkax koxHoI cepii npenapary. **- KoTposb 1aHOTO TecTy NpOBO/IsTS U1 KOXKHOI 114707 cepii roToBoro -
npenapary v 38'13ky 3 BLANOBiAHicTIO BipoGHuursa [J13 sumoram HBIT (GMP).

Bucnosok: AMI®EHA IC, TabneTkuy, BKkpuTi MiIiBKOBOIO 000N0HKOW, N0 500 Mr Ne20 (10%2) y Gaictepax y
nauui cepii 24361024

Bianopinae sumoram  MKS 3i aminamu Nel-3 no p/m UA/16620/01/02

3asea npo ceprudixauito: Llum 1 3acsinuylo, o HaeeldeHa BHlue iHGOPMAaLlis € ZOCTOBIPHOIO Ta TOUHOIO.
Lo cepito mponykuii 6yn0 BupofneHo (BKIHOUAIOUH MAKYBAaHHS i MapKyBaHHd) Ta NpPOBEAEHO KOHTPOMb il
AKOCTI Ha BHILUE3a3HA4eHi ABHMUI Yy MOBHIM BinnosigHocti 3 Bumoramm GMP, BCcTaHOBAEGHHMH
PErynaTopHUM OpraHoM VYKpaiHH, a Takox BianoeigHo mo cneumdikauiil, wo MicTATbCA y peecTpauiiiHomy

nocke. ITlpoToxonn BHMpoOHHUTBA, MAaKyBaHHs Ta aHani3iB Gyso nepersisHyTO Ta BCTAHOBIEHO BiAMOBIHICTH
GMP.

Y¢paina
65080, . Opeca |
Mwctnopteeka gopora, 86 ixep 3.0.
(mianuce) yaa GHTERX M (I11B)

BIAAIN E{QH?POF‘ o QKC}QTL«» .

32CTyﬂHHK FEHEPAJBbHOI0 AUPEKTOPA 3 IKO0C i
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YnosHoBaxkeHa ocofa

> H.{/\\%




TOBAPUCTBO 3 JIOAATKOBOIO BIANOBIAAJIBHICTIO "IHTEPXIM"

T/IB "IHTEPXIM"

inter

Ykpaina, 65080, m.Oneca, JhocTnopdebka nopora. 86
Ten. (048) 7772950, dakc (0482) 340803,
E-mail: INFO@INTERCHEM.COM.UA

Ceprudikat sikocti Ne 2436 Bin 18 sxopTHs 2024 poky

Haspa Jikapcbkoro 3aco0y AMI®PEHA IC,

Jixapceka gopma, 103yBaHHA  TabJeTKH, BKPHTI IUIIBKOBOIO 00010HKOI0, 10 500 mr
Peecrpaniiine nocsizuenns UA/16620/01/02 3i 3MinaMu TepMiH aii 6e3C¢TpOKOBO
Jlinensis Bupo6GHMLITBO JliKapChKHX 3aC001B

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka o6nacts,
M. Oneca, Jliocraopdebka nopora, 6yn.86

Micue npoBax:KenHs 65025, M. Oneca, 21-it kM Crapokuicbkoi goporu, 40-A
AisILHOCTI
Ceprudikatr GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 24361024
Po3mip cepii 7 439 ynakoBok Ne 20
JaTa BupoGHHLTBA 08.10.2024 p.
AmnaJi3 npoBeeHo 3riino 3 MKA 3i sminamu Nel-3 go p/n UA/16620/01/02
Hanmenynafmn Buamorn MK PesynbraTn BHHpoOyBaHb
NOKA3HHKIB

1 2 3

Onuce Tabnerky 0Bractoi GopmMu 3 IBOOMYKIIOH MNOBEPXHEIO, Tabnetku goBractoi Gopmu 3

BKPHUTI MIIBKOBOIO 0GOJIOHKOI0, 6171010 KONbOPY. JBOOTIYKJIO0 MOBEPXHEIO,

BKPHTI MTIBKOBOIO
060J10HKO10, O110r0 KONbOPY

[nenTudikauis A. VibTpadioneToBuil CneKTp TOMIMHAHHA PO3UMHY | Awaxi=285 HM
Tpenapary, OAep’KaHoro Ajis KUTbKICHOTO BM3HAYEHHS, B | Awax=333 HM
obnacti Big 250 vm go 400 HM nNOBMHEH MaTH JBa
MaKCMMyMHM TIOTJIMHaHHsS 3a JOBXMH XBWIb 285 HM Ta
333 um.

B. Ha xpomarorpami BunpoGoByBaHOro po3uMHy OCHOBHa | Bianosinae
niasMa TNOBMHHA OyTH Ha piBHI OCHOBHOI TNIAMH Ha
XpoMartorpami po34uHy TOpIBHSAHHA i BiAnoBigHa iH 3a
PO3MipOM Ta KONBEOPOM.

C. Peaxuist Ha TUTAHy 1iOKCHA [To3utHBHA
Cepenns Maca Bin 845,5 mr 1o 934.5 mr. 885,7 mr
OnHopiaHICTh [NpuiimansHe YHCIIO (AV) st niepLInX

11030BaHMX 0MHMLE | 10 oauHMup moBuHHe Gyt Menuwe abo mopisHioatH L1
(15,0). Sxwo  npuitmanbHe  uuciao  Gimbme LI,
BUNpobyBaHHIO NipnaloTh HactynHi 20 oauHMLB i
obuucnooTs  npuiivanbHe  uucno.  Bumorm  OJ10
BMKOHYIOTbCS, SIKIIO  KiHLEBE NpuAMaibHE  YMCIIO,
pospaxosare i3 30 omuHuub, MeHle abo AopiBHioe L1 i
)KOJIEH iHAMBidyalbHUH BMICT y 1030BaHill OIMHHLI HE €

meHmum 3a (1 - L2x0,01)M i He Oimpwmm 3a
(1 + L2x0,01)M npu oGuucieHHi NpHHManBHOro yucnia
(L2=25,0).

% @er wr irys Gy [P0 GF



1 2 3

Pozuunenns Kpurepiit npuiinataocti Ha pieni S1 nosuuen Oytu He | 99,5 %
MeHwe (Q + 5) % aas koxHOI 3 6 oauHMUBL. SKIO
ONEpXKaHi  pe3syibTaTM He  BIAMOBIAAIOTH  KpHTEPilO
NPUAHATHOCTI Ha piBHi SI, BUNMPOGYBaHHS MPOAOBKYIOTH
Ha piBHax S2 a6o S3. Q = 75 %. Yac po3urHeHHs 45 xB.

Cynpogigni Ha xpomarorpami Bunpo6osysanoro posuuny:
JOMILIKK — nomiwku C, D: miowa nika Ko)HOT IOMIlIKK He Mae He netexryetncs
MepeBuLLYBaTH 1,5 M0 OCHOBHOTIO Mika Ha
XpoMarorpami po3unHy nopieHsHHs (a) (0,15 %);
— ZoMiliKa A: oA nika He Mae NepeBHILYBaTH IUIOLLY He nerexryernca
BIAMOBIZHOTO Tika Ha XPOMATOrpami po3uMHy MOpiBHSIHHS
() (0,01 % (100 ppm));

— Oy Ib-siKa iHIa JoMilIKa: MI0IA Mika KOXKHOT JOMIIKH He nerexryetbes
HE Ma€ NepeBULLyBaTH MIOLLY OCHOBHOTO Mika Ha
Xpomarorpami pozunHy nopieHsuHs (a) (0,10 %);
— CyMa JIOMILLOK: CyMa Mol yC¢iX MiKiB He Mae Binnosigae
NEPEBULLYBATH TPH TUIOLLI OCHOBHOTO MiKa Ha
XpomMaTorpami posuuHy nopisHstus (a) (0,3 %).

Kinbkicue Bumict CisHisNO: (MedeHamiHOBOT KMCIOTH) B TableTwi 505,4 mr
BHU3HAUYEHHS mae 6yTH Bin 475,0 mr 1o 525,0 Mr, y nepepaxyHky Ha

CepeHIO Macy TablleTKH.
Mikpobionoriuna IlperiapaT  HanesuTb 10 HEBOAHMX  HECTEPHILHHX
ypcTora** NKapChbKMX 3ac06iB 715 OPaIbHOTO 3aCTOCY BAHHS.

3araibHe uMcno aepoGHHX Mikpoopranizmie  (TAMC):
KpuTepi npuitaatrocTi - 10° KYO/T.

3aranbHe UMCNO IPDKIKOBHX Ta IUTiCEHEBMX Tpubie
(TYMC): kpurepiii npuitnathocTi - 10° KYO/r.
Bincytnicte Escherichia coli 8 1 r npenapary

[lakyBaHHs Io 10 Tabnerok y 6aicrepi; mo 2 6nicTepu B nayui Bianosinae
MapkyBaHHs 3riiHO 3 TEKCTOM MapKyBaHHs A0 p/I 3i 3MiHaMK Bianosinae
Tepmin npunarHocti | 3 poku Ho 11.2027 p.

* - KOHTpOoJib JaHOTO TECTY MPOBOASTD VIS KOXKHOT 11°TOT cepii roToBOro Mpenapary y 38°s3Ky 3 TMM, 110 Leii TecT
KOHTPOJIIOIOTL B Hepo3(acoBanux TabeTkax KOKHOT cepii npenapary.

** - KOHTpOIb JaHOTO TECTY NMPOBOAATH /IS KOKHOT 1’ AT0| cepii npenapary y 38’s3Ky 3 BiANoBiaHICTIO
BupobHuuTea ['JI3 BuMoram HBIT (GMP).

Bucnosok: AMIDEHA IC, ta6neTku, BKpUTI MIiBKOBO 060710HKOK, o 500 Mr Ne 20 cepii 24361024
BiAnosinae Bumoram MK 3i sminamu Nel-3 no p/n UA/16620/01/02.

3asBa nmpo ceprudikanito: 1{um s 3acBiguyo, WO HaBeleHa BHIIE inopmauis € nocrosipHo0 Ta
TouHoto. Lo cepito npoaykuii 6yno BupoGieHo (BKIIOHAIOUHM NaKyBaHHS i MapKyBaHHs) Ta NPOBEAEHO
KOHTPO/b il SKOCTI Ha BMINE3a3HAYeHiil AIMBHULI y TOBHIM BiAMOBiAHOCTI 3 BHUMoramu GMP,
BCTAHOBJICHUMU PETyJIATOPHUM OpraHoM YKpaiHH, a TakoK BIATOBIAHO #0 crieumdikaliif, o MicTaTbes
Y peectpauiiiHomy nocke. ITpoTOKOSM BMPOGHMUTBA, MaKyBaHHS Ta aHAi3iB Oyno nepernsHyTo Ta
BCTaHOBJIEHO BianoBignicts GMP.

i Yxpaina

55\:;‘% 65080, m. Opeca
3acTymHuK reHepaabHOro AMpeKTOpa 3 AKocHi  /MOgIACPGCLKE Aopore, 86
/YnopHoBaxeHa 0coba A2 B “IHTEPXIM” 3. O.T'ixep
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