Briank koMnaHii AptesaH

Aprezan Gapma FmbX i Ko. Kr

KOHTpOAb AKOCTI

BeHpgnanpumrpace 1

29439 Jhoxos
‘HimeyunHa

e Bsopsar CDapma F'MOX i Ko. Kl % q« g

%1 19 nucronaga 2021

| 10016750
1133501 133591
: 4500065678 .975 000 Tabnerok

31 oaTHa 2026

YKpaina 10 000 ynakoBor
04 ciunsn 2022
CepTtudbikar sskocrTi
""" ITapameTp MeTon Cﬁeuﬁ¢imauii | PEBYJIB:IH‘.HT.
SOBHIlWHIA BUINAA BisyansHo XoeTi kpyrni TabneTtk4, si | Bignosigae
cHen-tab Ha 0aHIM CTOPOHI,
3anax OpraHonenTU4HO npaxTUIHO He3 3anaxy Biarosiae
** TeMHi BKIIOYEHHS MOXYTh
I'ABUTMCH nNpu  arnomepauii
BUKOPUCTOBYBAHOIO
DapsHuka B npoLeci
sBMpobHKUyTBa. e ponycTumo
| He Hece HeraTtveHoro
BNUBY, & TAKOX HEe BNNUBAE
Ha SKicTE TABNETKU
I Iﬁémn&bikﬁuiﬂ - Uac yTpUMyBaHHS OCHOBHOIO
- a) Keunamip BEPX (2.2.29) nika Ha xpomarorpami Bianosigae
BUNPOBYBaHOIo PO3YMHY MaE
BiAnoBigary yacy
YTPUMYBAHHSA Niky Kcuriamiay
Ha Xpomarorpami
CTaHAAPTHOrO Po3UKHY.
| 6) 3aniza okeug wosTHi Peaklyia Ha 3anisa PeaxLliis nosutuaHa TlosuTueHa
(E172) oKeua,
| PozgineHns Tabnetok €epon. dapm. Binnosiaae Bianosizae
HiameTtp MikpomeTp Hiamerp: 7,0-7,2 MM 7,0 mm
BMUCOTA MikpomeTp Bucora: 3,0 ~ 3,4 Mm 3,1 Mm
TeepaicTb €spon. ®apm. 2.9.8 130.0-700N 46 N
Po3nagaHHs 3 AUCKOM €epon. ®apm. 2.9.1 <15 xsunuH 3 xB
PO34YHHEHHA €epon. dapm. 2.9.3 99,3 of
[punycrume 3HAYEHHA |
PO3YUHEHHS €epon. Papm. 2.9.3 Bignosinae S1
KinbxicHe BU3HaYyeHHH BEPX (2.2,29) / 9,66 Mr
Kcunamig
| Ctp. 1m33
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OaHopigHicTy J030BaHKUX
OAWHULb

punycTume 3HaueHus (AV)

€spon. ¢apm. 2.9.40
Apunyctumictb (CU)
€epon. Papm. 2.9.40
[pUNyCcTUMIcTs (CL)

€spon. ®apm. 2.9.40

AV makc 15,0

Bianosinae S1

2,2

CynyTHi pe4oBuHHK

a) KoOMNOHeHT |

0) KoMnoHeuT  (4-
xnopocaniuynar)

B) Cyma  ifeHTUDIKOBAHM
AOMILLIOK

o i e e e e e e

r) lHaMBigyanbHi
HelaeHTUMIiKOBaHNX JOMILLKK

ny Cyma
He [DeHTUDIKOBAHMUX AOMILIOK

¢) 2,6-ANMeTUNaHINiH

BEPX (2.2.29)

BEPX (2.2.29)

BEPX (2.2.29)

BEPX (2.2.29)

BEPX (2.2.29)

BEPX (2.2.29)
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1=2001%

<0,01%

< 0,01%

<.0,01%

0,03 %

007%

<0,008 %

TAMC (3aranbHa KinbKicTe
aepobHux mikpoopraHismos) *

TYMC (3arasibHa KinbKicTb
repmbia/nnicHaew)

E.coli

€spon. dapwm.
2612

Cepon. Papwu.
26.12
€spon. dapm.
2.6.13

< 1000/~

1 <100/T

BigcyTHi/r

<100 KYOIr
< 100 KYOir

Bigcythi

KomenTapi:

Bucrogox: npoxykT sinnosinae cnenmdikaii. ITIponyxT BiANOBINAE FKOCT.

Jlara: 3 ciunn 2022

- Mianuc-

AHppea XeigaH-Heyniv
AMPEKTOp KOHTPOAIO AKOCTI

Lleit noxkyMeHT TiAMiCaHHH eCKTPOHHMM MAMHCOM T4 fa€ 663 PYTHOTO mATICY.

Crp. 2133
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Hara:  3eiung 2022

BnaHk komnasii AptesaH

ApTtesaH ®apma F'mbX i Ko. KT,
Himey4ynHa
29439 /oxo., BeHanauawrpace 1

CeptudikauiiHa 3asBa

3aasa BUMNYCKY

| Bbopsar ®apma MM6X | Ko.'l{f

ngosﬂwx, i 5

__l.pHJJMLIHMH CTaTyc: S -1 MeauuHWiA npoayKT

ﬂpo.qylcT | Keunorama®, ta6netku.no 10 mr Ne 30 (10x3) y 6nicTepax
'Hpop.y;q' Nﬂ 10016750

Kpainai |Mn0p1'ep Ykpaina

Homep cépii: .| 133591

Cepis Bank: L. -] 133591

Gopmyna: | Hia

E93M|p cepu (Gank); - -| 975 000 TabrieTok

10 000 ynakoBoK

........

19 ancronaaa 2021

I'IpmaTHnm no: 31 xoBTHA 2026

_Homep péecrpauii: ~ | UA/B557/01/01

CbopMa ,u,oayBaHHﬂ - | Oiroua peuoBvHa: Kennamin 10 mr
,,__ | TabneTtku y bricrepax

_FfbMeE:_LaKoal{M Ne 30

‘AsTopusallis (Ne/dadnn Nﬂl,na*ra)

DE_Ni_ 03 MIA 2018_0008/3.6.5-41401/002 (02.11.2018)

Bupoﬁﬁnquw CanT.

~| ApTesaH Papma M'mbX i Ko. KT, HimeyunHa, 29439 flioxos

1

| Bengnanawrpace 1

'_ Cepmdamaum 3anBa-

Linm s niaTBeparyio, Wo Ha se,qua suule iHpopmauina € qocroaipﬂom i TOUHOO. U,}o cepuo
NpoAyKUIl 6yN0 BMPpO6AeHO, BKAKYEIOYM YHaKoBKy / MapPKYBaHHA, | KOHTROb AKOCTI Ha
BMile3raaHiv ginaHUi B NOBHIM BianosigHoCTI 3 BUMOramu GMP, BcTaHOBAGHMMU MicLEBUM

{ PEIYNATOPHUM OPraHOM, a TaKoX Y BIANOBIAHOCTI 3i cneuundikaLiamu, wWo MiCTATEEA B TOProsii
| /NieHsiT KpaiHK-BMPOBHIKa, AK WO NpoAaYKLIA iIMNopToBaHo, TO B [OCbE cneundikalLiii Ha npenapaT
ANA BUWesragaHoro Aikapcbroro sacoby. MNpoTokoan supobHULTES, ynaxkoeokK i ahanisie 6yau
FIepernsaHyTi | BCTaHOBAGHS BignoeiAHIcTL GMP.

13 BUNYCKOM Uboro cepTudikaTy BUNYCKRETLCA NKapcbKuM 3acib Ha pUHOK. {§16 AMBXB, aipeKrTnsa
12001/83/EC, craTtTa 51)

YnosHoBaxeHa ocoba arigHo §14 AMI

WMEHT IINMCaHNH eNEKTPORRIM NiAMHCOM Ta nae 6e3 PyHHOro: THATIACY .
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HEPHUNIKCIY KA.
JEPXABHA CJIYXBA 3 JTIKAPCHBKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npocrekT Banepis Jlobanorcekoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov,ua, Kox € IPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOIr0 B YKpaiHy JiKapchbKoOro 3acoby
17.10.2022 Ne 42878/22/1011
KCHIIOTAMA®

(HaliMeHyBaHHA NiKAPChKOro 3acoby 3TiAHO 3 peccTpauiiitmm TIOCBI AHEHHAM )
TadJgeTku mo 10 mr, mo 10 TabueTok y Oaicrepi, mo 3 GuticTepn y Kopooui 3 KAPTOHY

(dropma BHITYCKY, A03YBAHHA, BH/ IAKYBAHHA JIKApCLKOTO 3ac06y)
Homep peectpauitinoro nocsimuenns UA/6557/01/01 crpok aii peecrpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcokoro 3acoby Ne 133591 KinekicTs BBe3eHOrO Niikapcekoro 3acoty 900

Bupo6Huk Apresan ®apiia I'M6X i Ko. KI', HiMeyyuna

(HaliMeHyBaHHA BHPOGHMKA TIKapCHKOTO 3ac00y, KpaiHa MoXOmKeHHs)

BreaeHo B Y kpaiHy ToBapucTno 3 o6mexenor Bignopizaasnictio "KPEATUB I'PYII
- KOMITAHI", inent. xom: 37365734

(naliMenyBaHHA Ta ko 3a CJ[PIIOV ropuamuHol 0cobu a6o npi3BMILe, iM'q, 110 BaTEKOR] (izuaHOl

0cobH - manpuemis; if Miclie TPOYKUBAHES TR PEECTpaItiitHuil HoMep OBNIKOBOT KapTK4 ILUTaTHHUKA
NOAATKIB a0 cepis Ta HOMEp macnopTa)

Ifporoxon Bisyansuore Koutponre six 13.10.2022 M 2616/1.

3a  pesyyiETaTamMu  JICPXKABHOTO KOHTPOMIO BCTAHOBJGHO, {0 jikapchkuii 3aci6 BeeseHo B Yipainy 3

AOTPHMAHHSAM BUMOT 32KOHOIABCTBA NON0 3abeireuyeHH SKoCT NIKapChKKX.3aco0iB,
A -
e

(ixiniame ta npiseume)
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