(+38044)207-73-04 YnosHoBaxeHa ocoba 3 skocTi
(+38044)207-73-27 YnosBHOoBaxeHa ocoba 3 ¢apmakoHarnsgy

Appeca 02093, m. Kwuie, Byn. Bopwucninbcbka, 13
Ten./Qakc: (+38044)566-68-78 [MpuiamanbHa
n n p H u u q (+38044)207-73-41 Bigpin KoHTpon AKOCTI

Ceptudikar akocri / Ceprudikar ananisy N2 170000005256

1. HalimeHyBaHHA npogykuii: LUHUTPONAK®-LOAPHULA

(Ha3Ba, cuna giifakTmMBHICTb, Nikapcbka popma Ta 1 TabneTka micTuTh: aueTuncaniyunosol kncnotu 240 mr; napaueramony 180
po3mip ynakoBku (if€HTUYHO OO TEKCTY Ha mr; kodeiHy 30 mr; Tabnetku; no 10 TabneTok y KOHTYpPHI YapyHKOBI
ynakoBL|i roToBoi npoaykKuii)) ynakoBui; No 1 KOHTypHIi1 YapyHKOBIi ynakoByi B nauui. MapkysaHHa

YKpPalHCbKOK MOBOKO

2. Homep cepil: PD10424
3. Po3mip cepi: 88,947 TYN
4. KpaiHa-Bupob6HuUK: YkpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHaveHHA YKpaiHa

AnA cepii:

6. Homep peecTpaliilHOro nocBifueHHA: UA/3002/01/01

7. Nata Bupo6HUUTBA: 04.2024

8. [lata 3akiHUeHHA TepMiHy NpuaaTHOCTI 04.2026

(micaup i pik, nicna Akoro J13 He 3aCTOCOBYETbCA):

9. HasBa, agpeca Ta HOMepM NiyeHsin BCix BUPOBIEHO, BKMIOYAKOUM YNaKOBKY/MapKyBaHHA Ta KOHTpONb AKOCT Ha [pAT
AiNbHULBL BUPOGHMUTBA | KOHTPONIO AKOCTI; «QapmauestmyHa dipma «[apHuua» 3a appecol: M Kuie, Byn.
Ceptudikatn BignosigHocti GMP Bcix Bopucninbecbka, 13; niuensia AB Ne598086; ceigoutBo npo arecrauiio
AiNbHULB: naboparopin BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. AHanis BUKOHaHWI 3rigHo: MKA N3 po peectpauinHoro nocsigyeHHsa NeUA/3002/01/01 eig 04.02.2020

Ne238, 3i 3miHamu

PeszynbTaTn aHanisy:

N2 n.n. HameHyBaHHA NOKasHMKa Bumorn HopmaTMBHOT AOKYMeHTaLil PesynbTat aHanisy
1 Onuc TabneTku 6inoro abo 6inoro 3 KpemyBaTum abo POXKEBYBaTUM Bipnnosinae
BIATIHKOM KONbOPY, NNOCKOUMNIHAPWYHOI popmu, 3 dpacko i
PUCKOO
2 IneHTdikauia A Ha xpomarorpami sBunpo6osyBaHOro po3uuHy, ofepxaHii B po3gini Bignosigae

«KinbkicHe BU3HAYEHHAY, Yack YTPUMYBaHHA OCHOBHUX NiKiB
napateTtamony, KodeiHy, KUCNOTK aueTuncaniuunosoi MaiTb
signosigaTv yacam yTpuMmyBaHHA Nikie napauetamony, Kodeiuy,
KWCNOTK aueTuncaniuunosol Ha Xpomartorpami po3umnHy
NOPIBHAHHA, OTPUMaHIN B TOMY X po3Aaini

3 lneHTudikauin B 0,5 r nopowky po3TepTux TabneTok AaloTb XapakTepHy peakuilo (c) Bignosigae
Ha UuTpaTtN
4 OpHopigHIcTL Ao20BaHMX oguHuLle.  Bignoeigae eumoram AOY, 2.9.40 Bignosigae

MapaueTtamon, KUCNoTa
auetuncaniynnosa

5 OpHopigHicTb go3oBaHnx oguHMLb. Bignoeinae sumoram AOY, 2.9.40 Binnosinae
Kodein
6 Po3napaHHA He 6inbwe 15 x8 5 xs..
<pOHHUG
7 4—aMiliQ\¢é'H0n ‘e, He 6inbwe 0,1 % Bignogigae
6
[ o
8 Kuchota cahRiokoBa o He 6inbwe 3,0 % ' Bignoeigae
- OkcaHa -
9 Po'inuuemﬁ?ﬁ?;ﬁﬂﬂéﬁmon = Bianoeinae sumoram DY, 2.9.3 3a 45 x8 npu Q=75 % Bignosigae
o eaPnoy/InH -
10 Poaumgeﬂnﬂ%%1 2 < Bignosinae sumoram A®Y, 2.9.3 3a 45 xe npu Q=75 % Bignosinae
# o
Vn h
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Po3umHeHHA. KncnoTa
auetuncaniumnosa
MikpobionoriyHa yucroTa

KinbKicHe BM3HaYeHHA.
Mapauetamon
KinbkicHe Bu3HayeHHsA. KodeiH

KinbkicHe BuM3HauyeHHA. KucnoTa
aueTuncaniuunosa

YnakoBka

MapkyBaHHA

Bignosinae sumoram Y, 2.9.3 3a 45 x8 npun Q=75 %

KpuTepii NpUiHATHOCTI: 3aranbHe Yncno aepobHmx
mikpooprariamis - 1000 KYO/r. 3aranbHe yncno apixaKoBux i
nnicenesux rpubis - 100 KYO/r. BigcyTHicte Escherichia colis 1r
He meHwe 171 Mr i He Ginbwe 189 mr B TabneTui, B nepepaxyHKy
Ha cepepHi0 macy

He meHwe 28,5 mr i He binbiwe 31,5 mr 8 TabneTui, B nepepaxyHKy
Ha cepefHi0 macy

He meHwe 228 mr i He 6inbwe 252 Mr B TabneTui, B nepepaxyHKy
Ha cepefiHi0 macy

BignosigHo ao MKA N3

BigpnogigHo no MKA N3

Bignosinae

Binnosinae

175 mrirab
28,7 mriTab
250 mr/Tab
Bignosinae

Bipnoeinae

11. KomeHnTapi:

12. YmoBwu 36epiraHHn:

13. 3anBa npo cepTudikayiro:

be3 komeHTapis

Aaiten micu,i.

B opuriHanbHii ynakoeui npu Temnepatypi He Buwle 25°C. 36epiratn B HeocTynHOMY A/is

Lium nigTeepaxyto, wo Bci BUpobHUYi cTaaii Ana Uiel cepii rotoeoi npoaykuii 6ynv nposegeHi

8 MOBHIM BIANOBIAHOCTI 3 BUMOraMu, BCTaHOBNEHUMW B YMHHOMY KepisHuuTei no GMP,
3aTBepmkeHoMy MiHiCTepcTBOM OXOPOHM 380poB’'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCbE KpaiHW NpU3HaYeHHA

Cepin go3BoneHa fo peanizauii / BinsaHTaxenHs 3 10.05.2024

MIB: Kopotkoea O.T.

MNocapa: YnoBHoBaxeHa ocoba

3aTBepaXKyio

MignucaHo enekTpoHHum nignucom: 10.05.2024  09:26
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DokymeHT nignucaHo y cepsici ByacHo (no4aTok)
00481212_20240510_Certificate_170000005256.pdf
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[okymeHT nignucaHo y cepsici ByacHo (npofoBeHHs)
00481212_20240510_Certificate_170000005256.pdf

JokymeHT BignpasneHo: 09:28 10.05.2024

BnacHUK AOKYMEHTY

EnexkTpoHHMiA nignuc

09:28 10.05.2024

€PMNOY/IMNH: 00481212

Op. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHWMLA
CTapLuui iIHCNeKTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa NeopriiBHa

Yac nepesipku KEM/ELM: 09:28 10.05.2024

CraTtyc nepeBipku cepTudikaTy: CepTudikar gie

CepiinHuin Homep: 32BA6ADAB780FF45040000009715000005D10100

Tun nignucy: kBanidikosaHWi



