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NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITODAPM"
Kpuanuna aapeca: 02092, u. Kuis, BYI. AﬂMaTMHCbKa, ByauHok 12
TenedoH: (044) 390-52-91

CEPTUDIKAT AKOCTI Ne 120-Kn Bin 08.08.2024

. Hasga NPOAYKLT EpoTon®

- Jlikapceka thopma Tabnetkn no 50 mr
- Poawip Ta tun nakyBaHHs no 4 Tabnetku y Gnicrepi

- Cuna pii / AKTUBHICTL 1 tabnetka mictnre cunjeHaciny untpary y gosay, eKBIBaNEHTHIX 50 mr cunaexaciny
. Homep PeecTpauiiinoro NOCBigYEHHS UA/4652/01/01 TePMIH gif HeoBmexeHuit

1
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6. Kpaita-supobrng Ykpaina

7. Homep cepii 150724

8. Poamip cepir 41130 ¢acosoxk
9. Oara BUPOBHUYTBA 05.08.2024

0.

1.

10. dara 3aKiHYeHHS TePMity npugaTtHocT] 01.07.2029
11. Aapeca AinbHuyi 3 BNPOBHULTBA 37500, MonTascoka 061, M. JlyGHu, By”N. Bapsinkosa, 6ys.16
Homep niueHaii’,qianmui 3 : . ; .
12. BUPOGHLTES Jlivensis Ha BUpoGHUYTRO 13 cepia AB Ne598075 Big 21.01.2014 p, Ne106
13 Aapeca AinbHuuj ceprudgikauji 08303, Kuiscoka 061., m. Bopucnins, BYNn. Yymaiibka, 6ya. 17

14 Homep niueHsil’Aianmui ceprudpikayii Niuensis B4 15.11.16. (6/H);Cepmq>ixaT 1ISO 9001:2015 NeHU 12/6480

15 Pesynstaty aHanisis:

. : Pesynbrarty
Di——
l_ Tabnetku 6inorg Konkopy, asoonykni, wectarpanm; (cbopmu "HEXAGON™),

), 3
NO3Haykoto "o" 3 ABox 6okis.3a 30BHiLLHiM BUrNagom maioTs BianosigaTu

Bumoram [Joy*
\
yd)-cneKTp NOrNNHaHHs Bunpo6osysanoro PO34URY, npurotosnenoro 3a
H Canseradin urrper T e oy 8 G672 i (250013 e
m Cepesms maca TabneTku
l MOXYTb BigXunaTucs Bi4 cepeaHbor Macu
OnHopigHicTs Macy tabnertok Ginble Hix Ha 5 %. Mpu UbOMy xoaHa TabneTka He mae sigxunsTucy Big
CepeaHbOT Macy Ha 10 %.
_ Ginese 16
h Ginows 1 %

Mae Bignosigary BlMOram Tecry AOoY* 2940

Bianosinae

2.

N

OaHopigHicTs A030BaHnX OANHULb

AV </= 15 Bianosinae

m Tanbk Bwicr TanbKy He mae nepesuuysary 3,0 % Bif Macu TabneTin, 1,7 %
10| MikpoBionoriyna 4yncToTa:; Ne 63

3aransHe uncno aepobHux T .
0.1 MikpOOPraHiawis (TAMC) KpuTepil npuithstocTi: 1043 KYOrr. 30 Kyorr
3aransHe yucno APDKAXOBUX T3 . 1A
02 nniceHesux rpuGis (TYMC) KPUTeRI npuitHaTHOCTI: 10 2 KYO/r MeHwe 10 KYO/r
03|E. colig 1r He aonyckaetbes, He BUABneHo

KianiCHe BUIHAYEHHS:

Cvm,quad)my Bia 0,0463r 10 0,0537 1 5 1 Tabnery. 0,0504 1
12 Cynpoai,qu,qorv'ime He 6Ginbue 0.2 % OKpemol AoMilku, He Binbiue 0,5 % cymu pomiwox, Bianosinae
13 |Ynakoska 3rigHo MK g0 PeecTpauiitHoro nocBigyeHHs, i 3MiHamu, Bianosinae
14 |MapkysanHs 3rigHo TeKCTy MapkyBaHHst 40 peecTpauintoro NOCBIAYEHHS, 3i aMiHamy, Bianoginac
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MPUBATHE AKLIIOHEPHE TOBAPUCTBO "®ITO®APM"

IOpupnuna appeca: 02092, m. Kuis, Byn. AnMariHcbka, Gyaurok 12

tenedon: (044) 390-52-91

CEPTUDIKAT AKOCTI Ne 171-KN Big 26.09.2024

®-02-KA-01/1 8 ?

1. Hassa npogykui EpoToH®
2 Jlikapcbka hopma Tabnetku no 50 mr
3 Poamip T2 TUn nakysaHHs no 4 TabnieTkn y BalcTepl, No 1 GnicTepy B nay 3 kapToHy. MapkysaHHs YKpaiHCbKOID MOBOIO
4, Cuna Ail / akTWBHICTb 1 Tabnertka MiCTUTb cuaAeHaMIny LMTPaTY ¥ AD3AX, EXBIBAREHTHWUX 50 M_r'cun,qeuacbiny
5 Homep peecTpal{liHOro NOCBIAYEHHA UA/4652/07/01 TepMiH Ait HeoBMexeHWH
6 KpaiHa-BupobHUK YxpaiHa
7. Homep cepi 190924
8 Poamip cepil 6 600 dhacosok
9. flata upobruyTea 23 05.2024
10. [arta aakiHyeHHA Tepmivy npugatHoctt 01 09.2029
11. Agpeca AINbHWLI 3 BUPOSHULTBA 37500, Nontaeceka o6n , M. JlybHy, Byn. BapeiHkoea, 6ya. 16
12, Honep muexail ginerili 3 Tiuenaia Ha supobruuTeo N3 cepin AB N2598075 six 21.01 2014 p, N2106
BupobHULTEA
13 Agpeca ANbHUL) cepTidikaliit 08303, Knieceka obn , M Bopucnine, syn. Hymaupeka, Bys. 17
14 Homep mueHsil aineHKUi cepTudikaui  JlineHzis eig 15.11.16. {6/k);Ceprudpixkar 1SO 9001 2015 NeHU12/6480
15 PesynbTati aHanisis:
Na HaitmeHyBaHHA NOKAIHUKIB Bumorn HTO B:??g;'é’;:;:b
Tabnetkn Giroro Konbopy, AB00ONYKNI, WecTurpanH (qopmy "HEXAGON"), 3
1]0nuc nosHaykolo "®" 3 Asox GOKIB 3a 3CBHILHIM BUMNAACM MaKTL BiAnosiaaT BiANOBiAac
symoram Joy*
2]lneHTudhikana
Y-cnekTp nornmvuHaHHS BwnpoﬁoEyaa%oro pO34nHY, NPUrOTOBREHArO 3a
: " i acTi Bi ; i
21 {Gwngraciny e oo Gyt o 20 U bome | sianosiza
AOBMWHN XBUni (265+/-2) Hw.
2.2 |UuTpaTu MpenapaT Aaec xapakrepHy peakuiio (c) Ha uuTpaTy. BiAnoBigac
3|Cepeanna maca TabneTku 03r+-5% 0,302r
He 6inswe gsox TabneTok 3 20 MOXYTh BIAXMMATUCA Big cepeaHbol Mach
4|0aRopIHICTE MacKh TaBNETOK Binuiue Hix Ha 5 % TMpu usomy koaHa TabneTka He Mae BIAXUAATUCS BIg, +0,7%;-10%
cepeaHbol macu Ha 10 %.
5|PoznagaHHa He Binbwe 15 xs. 2xB
6 |Crupanicte He Ginbwe 1 %. 0.2 %
Bj 3 in 1. . =
e o T e e e o terer | oianosiaac
8 |oanopiakcTb fosoBamx oanks gﬂ\a/i?zlnrgslﬂ.am BuMoram Tecty JdY*, 2.9.40. pinhoRings
9{Tanbk Bmict Taneky He mae nepesuwgysarti 3,0 % Big macu TaGneTku. 1,7 %
10 |Mikpobionoriysa YucToTa Ne 96
01 | mpoopramsna. (TAMC) #PUTEPI pHTHATHOGT: 10°3 KYOF. 20 kYOIr
10.2 ﬁ:gg:g:&“fp”ﬁ%gp('mﬁmgux Ta KpuTEpil npuiiHATHOCT! 1042 KYO/r MeHwe 10 KYOir
10.3|E. colipir He JOoNnYCKaETLCA He BuABMeHo
11 |KinbkicHe BU3HAYEHHS
1.1 |CunpeHadiny Bia 0,0463 r g0 0,0537 r e 1 Tabneryi. 0,0504 r
12 |CynpoBigHi AOMILLKK He Ginsuwie 0,2 % oxpemor gomiuki, He Binblie 0,5 % cymu AOMILLOK BigHorigae
13{¥YnaroBka 3ngHo MKA fo peecTpauiiiHoro NocsI4eHHR, 3t amiHamn. BignoBinae
14|MaprysaHHn 3rifHO TEKCTY MapKRYBaHHA A0 PEECTPALINHOIG NOCBIAYEHHS, 3i 3MIHAMY. Bignosipae

BucHoBok. MepesipeHiit apa3ck npogyxull Bignosinae sumoram MKH 1o peectpalliitHoro nocegueHHn Ne UN4652!01ID1,. si-amiHamm,
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3anBa npo cepTvduKaLlo

/MapkysarHA) Ta NPOBEASHO KOHTPONE 1| AKOCTI Ha syllesasHAYeHIA 4INLHAL ¥ NoBHI
MmiCLEBMM PErYNATOPHYM OPT2HOM, @ TAKOX S8IAROBIAHC A0 cneludikauli, Wwo MicTATbAR
nakysaHHA Ta aHamizie GYN0 Nepern\HyTo Ta BCTAHOBJIEHO BigNOBIRHICTE GMP
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NMPUBATHE AKLIIOHEPHE TOBAPUCTBO "®ITODAPM"

IOpuavuHa agpeca: 02092, M. Kuis, Byn. AnmaTuHceKa, BYauHOK 12

TenecoH: (044) 390-52-91

CEPTU®DIKAT AKOCTI Ne 211-KIl eig 28.11.2024

®-02-KA-01/1 70 L

1. Hassa npopyxuil EpotoH®
2. Nikapceka dopma Tabnetky no 50 mr
3. Poamip Ta T1n nakysanHa no 4 TabneTku y Brictepi, no 1 Gnicrepy B navui 3 kapToxy. MapkyBaHHA YkpalHCLKOK MOBOIO
4. Cuna ail /] akTBHIGTE 1 TabneTka MicTUTL cunaenadiny uuTpary y aosax, eksisaneHTHUX 50 Mr cungeHadiny
5. Homep peectpauiifHoro noceigdeHHs UA/4652/01/01 TepmIH gil HeoBmexeH il
6. KpaHa-BupoGHuK YrpaiHa
7. Homep cepit 291124
8. Poawmip cepii 34 200 dhacosok
9. Nara BupobHULUTER 26.11.2024
10. Data sakituenHa tepminy npugatHoett  01.11.2029
11. Aapeca ginbHnL 3 supoBHuyTEa 37500, MonTasckka o6n., M. JiyBHu, syn. Bapeitkosa, 6ya.16
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Homep niuensit ginbHyu 3

" BUpoBHULTBA

TNitiersia Ha BupoBHULTEo 113 cepin AB Ne538075 sig 21.01.2014 p, Nei06

-
o«

Appeca ginsrudi cepmdikauil

08303, Kvisckka obin., M. Bopuening, Byn. Yymaupka, Bya. 17

14 Homep nidensii gineruwy ceprudpikauii  Mivewsia sig 15 11.16, (6/m);Ceprudiar ISO 9001:2015 NeHU12/6480
15 PesyneTatv aHansis:

u : Pezynktaru

Ne HalimeHyBaHHA NoKa3HUKIB Bumoru HTR BUMPOBYBaHE

TaGneTku BINoro Konbopy, ABOONYKI, WecTHFpaHHi (hopmu "HEXAGON"), 3 . .
1{0mmc nosHa4ko "¢" 3 gsox Gokis, BlANOE fae:
2|lpeHTndikalia

Y®-cnekTp NornMHaHHA BUNPOGOBYBAHONO pO3UMHY, NPUrOTOBAEHOM 33

pozainom "KinbKicse suaHaveHHs", B 0BnacTi sig 240 HM A0 320 HM NOBUHEH i .

2.1 |Cunpenadiny uumar MaTH MEKCMMYM NOTNWHAHHA 38 A0BXWHN XBuni (290+/-2) HM | MiHiMyM 32 slanoRiAae

LOBXUHU XBUNi (265+/-2) Hm,

2.2|Uuntpati Dae xapakrepHy peakuiio {c) Ha yuTparth BignoBifgac

3 |CepepHa maca Tabnerku 03r+H- 5%, 0,3r

He Girblwe asox TabneTok 3 20 MOXyTb BIAXMAATICA Bif CEPERHLOI MAch
410aHOpIARICTE Mack TabneTok Binbiwe Hix Ha 5 %. Mpu UboMy xopHa TaBNETKa He Mae RigXMAATICS Big +3,3%;-27%

cepefHbOl Mack Ha 10 %
5|Poanagaxna He Ginbwe 15 xs. 2xB

BumicT cunaenadimy, Wwo nepeiituos 3 TaBneTku y poainH Yyepea 45 X, mMac . A
6|Posuumenin ByTn He meHwe Q=75%, B BMICTY, 3a3HaueHOro ¥ posaini "Ckrag”, RREOEdE
7104HOPIAHICTE 4030BAHUY OfUHALL X‘Ge <?;A1|15031p.am BumMoram recty [1oY*, 2.8.40. BipnoBigae
8 |MikpoGionoriyHa umeTeTa: Ne 139

JaranbHe Yueno aepobHux X
8- mikpooprasiamis (TAMC) A083KYOlr Salr
JaransHe Yucno ApKAKOBUX T A
8.2 Articerieaux rpu6ia (TYMC) 1042 KYOIr, meHte 10 KYO/r
83|E.colieir HE AONYCKAETHLCA. He BUABMEHO
9 |KinbxicHe BUZHaJeHHsT:

8.1 |Cunaeradiny Big 0,0463 r go 0,0537 r & 1 Tabnety. 0,0503 T
10{CynpoginHi goMilLKy He Ginbwe 0,2 % okpemol gomilky, He GnbLe 0,5 % CYMI ROMILLOK, BigNoBinae
11 |¥Ynakoska 3rigHo MKA po peectpalliitoro noceigueHys, 31 aMiHamu. Bignosigae
12 |MapxyeaHus 3rigHo TEKCTY MapKyBaHHA 10 peecTpauliiHoro NoceigUEHHS, 3] aMiHamMM. BifgnogBigae

BucHosox Mepesiperuil apasok npoayKkui Blgnoeigae sumoram MKS A0 peecTpaliiiHore noceigueHHA Ne UA!465?I0‘1IO1, 3i 3mMiHaMu.

3anea npo cepmdikaLyiio

Llum 5 3aceiguyso, wo Hasegena Buule HhopMatlia e AocToBIpHOM Ta TouHoo Lo ceffiio
/MapKyBaHHA) Ta NPoBEAEHO KOHTPOML T AKOCTI HA BULLE3aZHAYEHIN AiNbRULT ¥ NOBHI
MICLIEBHM PEryRATOPHNM OPraHoM, a TakoX BiNosigHO Ao cneuudikaLii, wo MicTaTs
NakyeaHHs Ta aHanizis Oyso NEPEIMAHYTO Ta BCTAHOBNEHO BignoBIgHICTE GMP
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