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Vipaina, 65080, M. Opeca, Jlioctnopdebka nopora, 86

TOBAPHCTBO 3 JOJATKOBOIO BIANOBIJAJBHICTIO "IHTEPXIM"

TIB "IHTEPXIM"

ten. (048) 7772950, daxe (0482) 340803,
E-mail: INFO@INTERCHEM.COM.UA

Ceprudikar axocti Ne 271 Big 13 rpyans 2023 poky

Ha3sBa JikapcbKoro 3aco0y AHAJBI'TH-TNBA30JI-ITAITABEPHUH

Jlikapcbka dopma, no3yBaHHs TaOJIETKH
Peecrpaniiine noceinuennss  UA/15689/01/01 3i 3miHamu Jii€ 6€3CTPOKOBO.

Jinensis Bupo6GHUITBO JIiKapChKHUX 3aCO01B
cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecrka obnacts, M. Oneca,
JIrocTnopdcerka gopora, Oyn.86

Micue npoBaiKeHHSA 65025, m. Oneca, 21-# kM CrapokuiBebkoi foporH, 40-A

NigILHOCTI

Ceprudikar GMP 024/2023/GMP naie no 23.12.2025 p.

Homep cepil
Po3mip cepii

27711223
12 149 ymakoBok Ne 10

JlaTa BUpOOHHULTBA 05.12.2023 p.
Auaniz nposeaeno 3rigno 3 MKSI 3i aminoro Nel-2 no p/m UA/15689/01/01

HaHMBHYBaTlHﬂ Bumorn MK31 PesyabTaTn BHIpPoOyBaHL
NOKA3ZHHUKIB
1 2 3
Onuc Ta6neTku 6inoro abo 6inoro 3 XOBTyBaTHM BiaTiHkoM | TabneTkn O1I0ro 3 XKOBTYBATHM
KOJIBOPY, [NIOCKOLMMIHAPHUYHOT popmiu 3 dackoro. Ha BiZITIHKOM KOJTBOPY,
OLHIM MOBEPXHI TaGNEeTKH HaHeCEeH M TOBAPHHH 3HAK | TUIOCKOLMJTIHAPHYHOT POPMH 3
MiAnpUeMCTBa, Ha Apyriit noBepxHi TabneTku - pucka. | dackoro. Ha onHid [MOBEPXHI
TabeTKH HaHECEHNH TOBApHUH 3HaK
MiATIPUEMCTBA, Ha APYTil MOBEPXHI
TabNEeTKH - PUCKA
[nenTHdiKaLis A. Ha xpomarorpami BumpoGoByBaHOro po34nHy | Binmosinae

MOBWHHI OYTH MJIAMH Ha PiBHI IJIAM Ha Xpomarorpami
PO3YMHY MOPIBHAHHSA, BIAMOBIAHI TM 3a PO3MIPOM |
3a0apBIICHHAM |

B. Yacu yrpuMaHHs MikiB MeTamizony, nanasepuHy Ta | Bianosigae
GeHIa30qy Ha  Xpomarorpamax — BHIIPOOOBYBaHOTO
PO3UMHY T4 PO3UMHY TMOPIBHAHHSA, OACPMKKAHMUX MpPH
BunpoOysansi «KinbkicHe BH3HAYEHHA», TOBHHHI

CIIBMagaTH.
CepenHsa maca Bix 332,5 mr po 367,5 Mr 351,9 mr
Tanbk He 6inpie 3,0 % Bin cepeaHbp0i Macu TabIEeTKH. =
OOHOPIAHICTE [Tpuitmansre uncno (AV) ana nepunx 10 ogvHHALIE

NO030BAHUX OJMHULIL®

noBrHHe OyTH MeHwe aGo nopieHroBatH L1 (15,0) y
pincorkax. Skmo npuiiManeHe uncno Ounepwe L1, y
BiCOTKaX BHIIPOOYBaHHIO MigmatoTh HactynHi 20
OOUHMUILE 1 OOYHCITIOIOTh NIPUUMAIIBHE YHCIIO.

Bumorn OJIO  BHKOHYIOTbCS,  SKLIO  KIHLEBE
puiMaNbHe YKCio, po3paxoBaHe 13 30 ONMHHLb,
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meHwe abo gopiBHroe L1, y BiacoTkax, 1 2KOJAEH
iHOMBiIyaJbHHHA BMICT Yy J030BaHiil ONMHMLI HE €
mermum 3a (1 - L2x0,01)M 1 ne Ginbiumm 3a (1 +
L.2x0,01)M. (L2=25,0).

Po3unHEHHS Kpurepii npuitHaTHOCTI Ha pigHi St noBuHeH 6yTu He | MeTtamisony Harpito — 99,0 %

menine (Q + 5) % ana kokHoi 3 6 omuuuue. Skio | INanaseprHy riapoXiaopHAy —
Of€pXKaHi pe3yNeTaTd He BiAMOBiNalOTH KpuTepito | 97,6 Yo

npuiiHATHOCTI  Ha  pieai  S1,  BunpoOysaHHs | bennasony FIAPOXJIOPUAY —
MPOAOBKYIOTh Ha piBHAX S2 a6o S3. Q = 75 %. Yac | 97,0 %

pO34nHEHH 45 XB.

Cynposigni gomimky | Ha xpomarorpaMi BUNIpoOOBYBaHOIO pO3UHHY:
- mowa mika gomimkd A Ta gomiliky B He mae | He HeTeKTyeThCs
[EPEeBUIyBATH  TUIOLLY  OCHOBHOTMO  TiKa  Ha
xpomarorpami pozunny nopisHaHHA (0,2 %);

- rutomna mika momimku C He Mmae nepesuuryBatd 2,5 | 0,20 %
[UTOIi OCHOBHOIO Iika Ha XpomMartorpami po34YHHY
nopiBHAHHA (0,5 %);

- miowa mika Oymp-akoi iHmoi pomimku He Mae | 0,04 %
nepesuiysaty 0,5 Tnomi OCHOBHOrO nmika Ha
xpomarorpami pozuuHy nopisHaHHA (0,1 %);

- cyMa TUIOL YCiX MiKiB, KpiM OCHOBHOTO ITiKa, He Mae | 0,24 %
MepeBULYBaTH S5 [UIOL OCHOBHOrO Iiika Ha |
xpomarorpami posunHy nopisHaHHg (1,0 %).

Kinekicue susnauenns | Bmict CisHigN3NaO4S-H,O (Meramizomy Harpito | 259,1 mr
MoHorigpary) B tabnerui mae 6ytu B1g 237,5 Mr A0
262,5 mr;

C20H3,CINO4 (nanasepuny rigpoxsopuay) - Big 18,5 | 19,9 mr
mr go 21,5 mr;
C1sHuN2-HCI (6enpazony rigpoxnopuny) - Big 18,5 | 20,2 Mr
Mr oo 21,5 mr,

MikpobionoriyHa 3arajibHe uucio aepobHux mikpooprasizmis (TAMC): | -
gyucrora** e 6inbwe 10° KYO/T.
3arajbHe YHCAO APDKIKOBHX Ta TUIiICEHeBUX IpubIB

(TYMC): ne 6insie 10° KYO/T.
Bincyrhictb Escherichia coli B 1 r mipenapary.

[TakyBaHHS ITo 10 Tabnetok y 6nicrepi; no 1 Gnicrepy B mayiil. Bianosigae
MapKkyBaHHS 3rifHO 3 TEKCTOM MapKyBaHHS O p/Il 31 SMIHAMM Bigmnogriaae
TepMiH NpHAATHOCTI 2 POKH o 01.2026 p.

*. KOHTPONb AAHOTO TECTY MPOBOAATH AUIA KOXKHOI IT°ATOT cepli roTOBOTO Mpernapary y 38’ A3KY 3 THM, LU0 LIeW TECT KOHTPOJIOIOTH B

HeposdacoBaHuX TabneTkax KOXKHOT cepil mpernapary.
**_ KOHTpOJb JAHOTO TECTY MPOBOAATH JUIA KOXKHOT N’ ATOT cepil roTOBOro npenapary y 3B’A3KY 3 BigmosigHicTio BUpoOHKUTBA [JI3

sumoram HBIT (GMP).

BucHosok: AHAJIBI'TH-TUBA3OJI-TIATIABEPUH, Tabnerku Ne 10 cepii 2711223 sianosigac sUmMoram
MK 3i aminoro Nel-2 no p/mn UA/15689/01/01.

3anBa npo ceprudikaniro: 1M g 3acB1AUYIO, IO HABEACHA BUILEC iH(popMalLlisl € JOCTOBIPHOIO Ta TOYHOIO.
Llto cepito mpoaykuii 6yno BupoGieHo (BKIIOHAIOUM MaKyBaHHS I MapKyBaHHs) Ta MPOBEACHO KOHTPOJb T
JKOCTI Ha BUILE3a3Ha4yeHili IiNpbHMLI Y MOBHiM BiANOBIAHOCTI 3 BHUMOTaMH GMP, BcTaHOBIECHUMH
PErySTOPHUM OpraHoM YkpaiHM, a TAKOX BIANOBIAHO O crieupdikallii, o MICTATBCS y peecTpauiiHOMY
nocee. TIpoTokonu BUPOOHUIITRE: SRy T Ta aHaJIi31B GYJI0 MepenIAHYTO Ta BCTAHOBJIECHO BIANOBIAHICTE
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