Apgpeca 02093, m. Kuis, Byn. bBopucninocbka, 13

Ten. /Qakc: (+38044) 566-68-78 [puitmanbHa
(+38044)207-73-41 Biggin KOHTPONO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 sKOCTi
(+38044)207~73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnsgy

[

Ceptudikar akocri / Ceptudikar ananisy N2 170000014499

1. HalimeHyBaHHsa npoayKuii:

(Ha3Ba, cuna fii/akTUBHICTb, NiKapcbka popma Ta
PO3Mip ynakoBkM (ieHTUUHO A0 TEKCTY Ha
ynaKosLi rotosoi npogykuii))

CNIPOHONAKTOH-OAPHULA

1 TabneTka MiCTUTb CNipoHONaKToHyY 25 wmr;

Tabnetku no 25 mr; no 10 TabneTok y KOHTYpPHIl YapyHKOBIlt ynakosui; no 3
KOHTYPHI YapyHKOBI YNakoBKY B Nayli 3 MapKyBaHHAM YKPalHCbKOO MOBOI0

2. Homep cepii: HM91124

3. Posmip cepit: 79,347 TYN

4. KpaiHa-BUpo6HUK: YkpaiHa

5. HalimeHyBaHHA KpaiHu / Kpaid npusHaveHHAa YkpaiHa

ans cepit:

6. Homep peecrpauiliHoro noceigueHHn: UA/0808/01/01
7. Oata Bupo6HUYTBa: 11.2024

8. Nara 3aKiH4YeHHs TepmiHy npupaTHoCTI 11.2027

(micaub i pik, nicnsa skoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepwm niuyeHsiit Bcix
RiNbHNLUb BUPOOHULUTBA | KOHTPOMNIO AKOCTI;
Ceprtudikartu BignoBigHocti GMP Bcix
BinbHUUb:

BUPOGNEHO, BKOUYaloUW YNaKoBKY/MapKyBaHHA Ta KOHTPOnb AkocTi Ha MpAT
«O®apmauesTuyHa dipma «[apHuusa» 3a agpecow: M Kwuis, Byn.
Bopucninbecbka, 13; niuensis AB N2598086; ceigoutBo npo arvecTtauito
na6opatopin BKA Ne 128; cepTudikat GMP Ne 072/2023/GMP

10. AHani3s BUKOHaHUi 3rigHoO: MKA N3 go peectpauiiHoro nocsigueHHs NeUA/0808/01/01 sig 22.02.2019

Ne464, 3i samiHamu

PesynbraTti aHanisy:

Ne n.n. HalimeHyBaHH# noKasHuKa Bumoru HopmaTnBHOT foKymeHTauil Pesynbrar aHanisy

1 Onuc Tabnetku nnockouuniHgpuuHoi dopmu 3 dackoto, Ginoro abo Bianosinae
6inoro 3 KpeMyBaTUM BigTIHKOM KONbopy

2 laeHTudiKayia A I4-cnekTp nigroToBneHoro 3paska TabneTok mae Bignosigaty Bianosinae
CheKTpy cTaHJapTHOro 3pa3ska cnipoHonakToHy (EP CRS ato USP
RS), 3HaTOrO 3 XNOPOoHOPMHOro Po3UnHy

3 laenTudikauia B Y®-criekTp BUNPo60BYBAHOTO PO3UUHY, NPUIrOTOBAHOrO, AK Bignosinae
onucaHo B po3aini "KinbkicHe BuzHaueHHs", B obnacTi 8ia 220 HMm
A0 280 HM Mae MaTit MaKCUMYM 33 JOBXUHU XBUNi (23812) Hm

4 OpHopiaHiCTb Ao30BaHUX oaukuub  Bignosigae sumoram JOY, 2.9.40. MNpuitmansHe ynucno Bignosinae
AV < 15,0 %

5 PosnapaHHs He 6inbwe 15 x8 7 x.

6 CynposigHi gomilwKn Cyma JOMILLIOK, KpiM KaHpeHoHy - He Binbwe 1,0 % 0,0 %

7 CynposigHi gomiwkn KaHpeHoHy - He Ginbwe 1,0 % 0.0 %

8 CynposigHi gomilKm 3aranbHa cyma gomiwok - He 6inobwe 1,0 % 0,0 %

9 PosunHeHHag o Rt Bignosinae sumoram A®Y, 2.9.3 npu Q = 75 % 3a 60 xB Bianosigae
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NpopoexerHus Ceprudikar skocri / Ceptudikar ananisy Ne 170000014499 |H u“"ll”l”m"mmml|"l""”||m

BignosiaHo Ao 3aTBEPAXKEHOrO TEKCTY MapKyBaHH#A Bignosigae

13 MapkysaHHs

11. KomenTapi: *MNepioanyHicts KOHTPOMIO B KoXHIK 10 cepii
B opuriHanbHill ynakosui npwn temnepatypi He sutye 25°C. 36epiratv B HeJOCTYNHOMY And

12. YmoBu 36epiraHHs:
aitel micyi.
13. 3anBa npo ceptudikadito: Lum nigreepmkyto, Wo Bci BUpobHWYI cTagii ans uiel cepii rotosoi npoayKLUii 6ynun nposeaeHi
B NOBHiIlt BIANOBIAHOCTI 3 BUMOramMi, BCTaHOBMEHUMY B UMHHOMY KepiHULTBI No GMP,
3areepaeHoMy MiHICTepCTBOM OXOPOHU 300PO0B'A YKpaiHu, i 3 BUMOramu peecTpauiintHoro

JOCbE KpaiHW Npu3Ha4eHHs

Cepist nozBoNeHa Ao peanisauii / BigBaHTaxeHHs 3 12.12.2024

3arBepaXyto
Nib: Kopotkosa O.l.
MNocapa: YnosHoBaxeHa ocoba
MignucaHo enekTpoHHUM nignucom: 12.12.2024  15:48
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JoKyMeHT nignucaHo y cepsici BuacHo (NpofoBKeHHs)
00481212_20241212_Certificate_170000014499.pdf

Homep gokymenty: 170000014499

[oxkyMmeHT BigrnpasneHo: 15:50 12.12.2024

BignpaBHUK JOKYMEHTY

EnexTpoHHUN nignuc

15:5012.12.2024

€4PMOY/INH: 00481212

lOp. HasBsa: MMPUBATHE AKL|IOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA OAPHULIA
CTapiunii iHcreKTop-ynoBHoBaxeHa ocoba: KopoTkoa OxcaHa I"eopriiBHa

Yac nepesipku KET/ELTT: 15:50 12.12.2024

CraTyc nepesipku cepTudikaTy: CepTudikar gie

Cepiiinnit Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: keanidikoBaHuit
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Ceptudikar Aakocri / Ceprudikat aHanizy N2 170000011375

Appeca 02093, m. Kuis, syn. Dopwcninbebka, 13

Ten. /Qakc: (+38044)566-68-78 MMpuamanuHa
(+38044)207-73-41 Bigpin roHTPONKX AKGCT
(+38044)207-73-04 YnosHosamena ocoba 3 sAkocTi
(+38044) 207-73-27 YnosHosameHa ocofia 3 dapmakoHarnapy

DEPHUUSR

1. HalfimeHyBaHHA NpogyKUii!

(Hassa, cuna pifakTuBHICTb, Nikapcbka dopma Ta
PO3MIp YyNakosxh (IAEHTWYHO |0 TEKCTY Ha
YyNakosui rorosoi npogykufi))

CrIPOHOTAKTOH-BAPHAUSA

1 Tabnerka mMicTuTb cniposonakTony 25 mr;

Tabnetku no 25 mr; no 10 rabneTok y KoHTYpHili YapyHKosil ynakosuj; no 3
KOHTYPHI 4apyHKOBI YNakoBKy B Naylyj 3 MapKyBaHHAM YKPaTHCHKOI MOBOIO

2. Homep cepii: HM70924

3. Po3mip cepil: 112,586 T¥YN
4. Kpaina-supobHuK: YKpaina

5. HalimenyeanHA Kpaiu / kpaiH npusHauenna Ykpaita

AnA cepii:

6. Homep peecrpauiiiHoro noceigueHHs: UA/0808/01/01
7. AaTa BupobGrUUTEa: 09.2024

8. Bata sakiH4eHHA Tepminy npupaTHocTi 09.2027

(micaup i pik, Ricna akoro J13 He 3aCTOCOBYETLCA):;

9. Haszea, agpeca Ta Homepn niyeHsii Beix
AinbHULbL BUPOGHILTBA | KORTPONIG AKOCTI;

CeptuidikaTti signosignocti GNP BCix
AinbHNLL:

10. AHaniz BUKOHAHWE 3rigHO:

PesynbraTu aHanisy:

«DapmaLieBTnuHa
bopucnineceka,

«apuvus» 32
Ne598088;

dipma
13; nigyensin AB

BUPOG/IEHO, BKIICUAKOUN YNIAKOBKY/MAPKYBaHMA Ta KOHTPONb AKOCTI Ha MNpAT
afipecor:
CBIGOUTBO DpPOC  arecrauiwo

m  Kuig, Byn.

naboparopiii BKA N2 128; ceptudikar GMP Ne 072/2023/GMP

MKA N3 o peecrpauiiinoro nocsiguenns NeUA/0S08/01/01 sig 22.02.2019

Ne464, 3i amiHamu

N2 n.p. HafmeHnypaHHA noxasunka Bumory HopmaTUBHOT OKyMeHTaUiT PesynbTaT aHanisy
1 Qnivic TaGneTky nnockouMAIHAPUHKHOT dopmi 3 dackoro, Binora abo Bignogigae
Ginoro 3 kpemysaTum BigTiHKOM Konbopy
2 Inentudikauin A I4-cnekTp NigroToBReHOro 3paska TabneToK Mag eignosigaTi Bianoginas
CNeKTRY CTaHAapTHOrO 3paska cnipoHonaktory {EP CRS abo USP
RS), anavora 2 xnopodopmHoro posuuHy
3 inenTudikauia B Y®-cnexTp BMNpoGoByBaHOro PO3YNHY, NPUroTOBaHOrD, AK Bianoeinae
onucaHo B posaini "KinbkicHe auaHayedHn", B oBnact Big 220 Hm
Ao 280 HM Mag MaTW MaKCUMyM 33 4OBXWHY xBuni (23812) Hm
4 QnHopigricTs fososaHux ogmHvus  Bignoeigag sumoram A0Y, 2.9.40. NpuimanbHe yucno Bignosigae
AV =150 %
5 PoanapanHa He Ginbwe 15 x8 6 xs.
6 Cynposiaxi gomiwkn Cyma gomiwok, Kpim KaHpeHoRy - He Ginbwe 1,0 % 0,0%
7 CynpoBsigHi fomilkm KaHpeHony - He Ginbwe 1,0 % 00%
8 CynposigHi gomiwxn 3aransHa cyma noMiloK - He Ginblwe 1,0 % 0.0 %
9 PO3L|WHEH\LHﬂp°" Hu g n; Bignosigae pumoram JDY, 2.9.3 npn Q =75 % 3a 60 x8 Bignosigae
e 4
& .,
10 MikpoﬁionRrqugqucmTa £ KpuTepii npuiAHATHOCTI; 3araneHe YMcno aepobHux Bianosinae *
< ORCTKOBa - mikpoopranizmie - 10% KYO/r. 3aransbHe uncno apisgmoBmx i
= OKC&E"a = nniceresux rpudis - 102 KYO/r. BigeytHicrs Escherichia coliy 1 r
1 Kingkicre &@Qﬂéma = He meHwe 23,75 mr i ve 6inbwe 26,25 mr cnipoHONaxToHy y 25,68 mritab
= E€4PNOY/INH oo Tabnerui, y nepepaxyHKy Ha CepeaHio mMacy
12 ¥Ynaxbpka 00481212 ~ BignosigHo go MKA N3 Binnosinae
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Npogoexenna Ceptudikar Akocti / Ceprudikar ananisy N2 170000014375 I"|II[""”"II”[”I””""“I""””| I"

13 MapryBaHHA BignogigHo AC 3aTBEPAMEHOT0 TEKCTY MapKyBaHHR Bignoeipae

11. KomenTapi: * MepioavuHicTh KOHTPOAK B KOMKHIN 10 cepil

12, YmoBsu 36epiraHna; B opuriHaneHii ynakosli npy TemnepaTypi He Buwe 25°C. 36epiraTy B HegocTynHomy ans

Aitelt micLi.
13. 3asBa npo ceprudikauio: Lum nigTeepayio, wo Bei BUpobHIMYI cTapii Ana uiel cepii rotosol npoaykuil 6yau nposegeHi
B NoBHi# BiANoaigHocTi 3 BUMOramu, BCTAHOBNEHNMK B YMMHOMY KepiBHuuTsl no GMP,
saTeepaxeHomy MiHicTepctBom oxoponw spopoi’s Ykpaitu, | 3 BUMoramu peectpauinHoro
JOChE KPalHy NpU3HaYeHRA

Cepin nozeoneHa go peanisauyii / sigsanTamenun 3 07.10.2024

3aTtBepIKy
filb: Koporkoea Q..

flocaga: ¥YnoeHosaxkeHa ocoba

flignucaso enektporyum nignncom: 07.10.2024  14:52
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