OAPMALIEBTHYHUN 3ARO/]
Byn. Henwnimuncka Ne 19
83-~200 Craporapx uanscxn, ITOJBIA
tei. +48 53/563 16 00
daxc +48 58/562 23 53

CepradgikaT npo sikicrs Ne 2420

Halimenysanus npoy i MAK{‘IF PA, mﬁnm U, BIPUTI nmﬁanﬁ(}m aﬁmmﬂmm, 1o 100 mr Ne 4

Kpatna-supobunx: ITonsma

Homep pwc*rpammmm nocsinenus: Ne UA/14262/01/02

Cuna 2if / axtupricTh: 1 TabneTka MicTHTE: cruiieHadly LUTPAT, IO eKBiBACHTHO cmaeﬁazpm 100 mr

J]zmpcmca Gopma: rabnerin, BKpUTi naiskoBoio 060n0HK010, 1o 100 Mr -

Poamip 1 Thn ynakosky: 1o 4 tabmerku y Guicrepi; no | Gnicrepy v xapTouHiil mpoﬁm 3 MapKyBaHHIM yhpamcawm MOBOK

Iapexe: MXGR-0414-800

Howmep cepils 10423

Pozmip cepii: 39180 yn.

Hara BupoOnuursa: 04.2023

Jara sakudenus repminy npuaarHocti: 04.2027
HaliMeHyBaHHA, MICHE3HAXOKECHHS mpo(?nmnsa iDapmauesrmnmﬁ 3aBOA «HOJII:;(DA?MA» C.A., Byn. Henprumguncka 19,
83-200, Craporapn I'manscku, Honsuia | |

Homep muensii: GIF-IW-N =-4001/W1C10%/299!13

Cepratpixar signosignoeti GMP: Ne IWPS.405.88.2019.KK.,2 WTC/0105 02 03/210
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Hmcazmmu i i | Bumory | | Pesyimvray Bﬂﬁpt)ﬁ}’ﬂﬂﬁ}m
Onue? - | Brakurui, prmz ABOOTYKI TabneTky, BKPHTI immalicc
. | | BIANOBI
Bisyansno : | - | IWHBKOBOIO OGONOHKOI0 e |
iameTp TabneTku | B
- A P . 10,0-10,4 mm : 10,1 MM
IHCTpYMERTAJIBHO N S LA ey
| Cepeanst Maca mﬁmmn“ o | 350 Mr&5,0% i 3485wmr
| Onnopiauicts ;mfwmum onuHMNL  Ta §  Binnosigae €0 2.9.40 - |
BlAXHICHNSN BiN cepeanbol MacH (Ipuitusrae sHaveHHs s 10 |
PO3PAXYHKOBO-BATOBHIL METOR tabmeroxk: AV 10radn <11
| | | AKUIO He BIANOBIHAE, TOMI: | | |
% - AVI01abn > L1, romt | 1,2 % |
- AV30raén <L1; | |

- BC1 THAWBITYSIIbHI 3HAYEHAA HE MEHIE
(0,75M 1 me 6ubie 1,25M
L1+15.0 1 L2=25.0)

AR A A, BELFESSLEL L PELPEECES NS PP PSSP IS S L BPBIPPES PP EIPPEE PSP PP PPPEP PRI HY BTN T B T T i ey blah il Ak s HHHJWﬂHﬂm“Htmmmeﬂﬂmeww
1

Inenrndikanin:
-~ cHaaenadi recr A (YO) e ; : ‘ .
: YO criexTp OCHOBHOTO I1iKa Ha BLANOBINAE
| XPOMATOrpaMax Buipodysanoro 1a
CTAHJAPTHOrO PO34NHY NOBUHEH BIINOBIIATH,

- ensenadin reer B (BEPX) o |
renad WABES . Hac yTpUMYyBaHHA OCHOBHOTO IiKa Ha

XpoMmarorpaMax sHnpodyBsaHoro i

| RIANOBIAAE
CTAHAAPTHOIO PO3YHHY MAE
CTIBIIANATH. %
| - | | |
< THPany adoxenx! | | 3 ABIACTLEH WKOBTO-OpArKeBe 3a0apBIeHHA |
' | ricns HoAaBaHiA EPEeKHCY BOIHIO BiANOBINAC |
| E
|
- inaurokapmin’ 7T VO CHEeKTp MOBUHCH MATH MAKCHMYM | . .
Ay | BIATIOBIAAC
[IMHAHHA B pianasori 610 + 5 am g
| .
- HTpaTH’ Binnopinae | pigmoeimae




GAPMATIEBTHYHMH 3ABO/T

sy Henenanuecka Ne 19

83-200 Craporapa I nanscxu, [HOJIbIIA
rein, 48 537563 16 (0

haxe +48 58/562 23 53

Ceprudixar npo sicicrs Ne 2420

HaliMenypauus IpoayKuin: MAK( II'PA, TabneTicn, BKPUTI IHBKOBOIO aﬁmmmm, o 100 mr Ne 4
Kpaina-supoduaux: [Toasma
Homep pee c:m.gmm;cxm nocrienns: No EJA/*E 4262/01/02
Crna nil / akTusHICTh: 1 TabiieTka MICTHTL: cuagesadiny nuTpar, 1o expisaneuTo cunnedadiny 100 mr
*hz{apcma popMa: TabIeTKH, BKPUTI IIIBKOBOI 00050HKO0, 110 100 Mr
Posmip 1 tin ynaxosku: no 4 rabnerxku y Gnicrepi; no 1 Gnicrepy v z«:apw}aﬂm KOPOOUL 3 MAPKYBAHHAM YKPATHCHKO MOBOK
tunexe: MXGR-0414-800
Homep cepil: 10423
Poamip cepil: 39180 ym.
Hata supobuuurrsa: 04.2023
Jlarta 3akinyenns TepMidy npuaatHoceti: 04,2027
Halimenysauus, micuesuaxoprenns supobuuursa: Gapmauestaynuil zapoin «TOJIBDAPMA» CA., syn, Hemmumma 19,
83-200, Craporapa Inanwcky, [onpiua
Hompmz.;f:n'm GIF-IW-N-4001/WTC105/299/13
Cepruthikat Bignosianocti GMP: Ne IWPS.405.88.2019, KK.2 WTC/0105 02 03/210
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CynyTai ROMIIIKH |
? - pomira Z % He Ouistue 0,2% | mentue 0,05 %
- QARHENES HeBLIOMA noMimKs | He Ginpine 0,2% 0,06 %
- CYyMa JOMINIOK | pe Gimeioe 0,5% | 0,06 %
| Meton BEPX % | |
ﬁﬁiﬁf e Emm%mm | 95,0 - 105,0% Bix 3a3B1€HOTO BMICTY 101,7 % ]
Posunmenns 3a 30 xn’. - . 3 1{33 4% |
| - Q = 75%  (wmin. 101,3% make.
o B I X
| MixpoGionorinna Muerora’
CTAMO } He Gimpie 10°8 11 BIAIIOBIIAE
STYMC | | He Ginse 108 1 r BIANOBIIAC
L . sincyrsiersmlr | ovimnosime |

PTecr e Dy’ SUHHMIL, Up{miwi b Ha KOXHIH 10+t m_pn 10 HE MEHITE HDK mmﬁ pa; Ha PIK

2 Meon npoBostty IIPH BRITYCKY cepil.

> MeToa BHKOPHCTORYIOTS PH BHITYCKY Ta N AKIMCHHT TOPMINY NPHAATHOCTE DPOAYKTY § AK AILTCPHATHB MM npy HHJJ} Ciy cepil.
P Tect npoBoiaT™s npy sunpofynanuax crabinenoeTti, rpadik pumnpofysans smHauecHul NPOTOKOAOM CTalinbHOCT,

3azuaqcnnil B upbomy cepridixari Topap 3a aicTio pinnosinac pumoram MKJL, $/4-0097.09 pen. 01,

LluM 51 3acsizuylo, 1o HapejeHa puile indopMaliisa ¢ noctoiprowo ta Tounoio. Lo cepiio npoiyrutl Oyio supodiaeHo (BKMOYAI04H
HAKYBAHEA/MAPDKYBAHHS) Ta HPOBCACHO KOHTPOIEL 1 AKOCTL HA pUIlesasHadedid JubHRI Y noBdil Bignorigyoct 3 sumoramu (GMP,
BCTAHOBJICHUMY MICLEBUM PETYAATOPHAM OPraHOM, @ TAKMK BHATIOBIAHO A0 creuudikallll, Lo MICTATLCH ¥ PEECTPRIHHOMY HOCKE,
[IpoTokonn supoGrinTsa, nakysanss ta ananizin Gya0 neperisuyTo 1a BeTanonneno sianopHicts GMP.

[Tocana ta npimsume 0coby, YIIOBHOBAKEHOT HA BUIAUY YnosnoBaxena ocoba
AG3ROIY HA BUNIYCK Cceplii - (Qualified Person)

Anita Siewruk

Miaruc:

Ila'ra IAIHCAHHA 74.05.2023
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JIEPKABHA CJIVKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. bepesnsaxisenka, 29, Kuis, 02098, Ten. (044) 295-26-85 e, (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua, Kox €JIPTTIOY 37079055

BUCHOBOK
PO SKICTb BBE3€HOr0 B YKpaiHy JIiIKapchbKoro 3aco0y
30.06.2023 -  Ne33519/23/26
MAKCITPA

(HaHMEHYBaHHS JIIKAPChKOTO 3aco0y 3rifiHO 3 peecTpauifHUM MOCBIIYEHHAM) |
Ta0/IETKH, BKPHUTI IUIIBKOBOIO 060/10HK010, 10 100 Mr 1m0 4 Tabserku y Gaicrepi; mo 1

| 0JIiCTepy y KAaPTOHHIH KOpoOLi |

(hopma BUNYCKY, 103YBaHHS, BUJL MAKyBaHHS JIIKapChKOTO 3ac::)_6y)'
Howmep peecrpauitinoro nocsinuenns UA/14262/01/02 crpox i peectpaniitnoro nocsiguenns HEOOMEKEHHIH

Cepis sikapeekoro 3acooy Ne 10423 KinbxicTs BBe3eHOTO Jlikapebkoro 3acoby 39180

BHpoGHHK _®@apmanesruynuii 3asoj "[TOJIbAAPMA" C.A., Hon.r;rma

(HaMeHyBaHHA BUPOOHHMKA JIIKAPCHKOTO 3ac00y, KpaiHa MOX0KEeHHS )

Beeseno B Vkpainy ToBapucTBO 3 00MEKEHOIO BiANOBIIAJILHICTIO "IIOJIb®APMA
FOA"', inenr. KOJI: 42781598 - __-

(HaiiMeHyBaHHA Ta koA 3a CJIPTIOY wopuauynoi oco6u abo npi3Buie, imM's, Mo 6aThKOBI
(p13uvHOT 0co0u - mianpuemuy, ii MicLie MPOXMBAHHS Ta peecTpallifinuii HoMep 06/1ikoBO|
KapTKH MJ1aTHHUKA MoAarKiB abo cepis Ta HOMep macropTa)

- IIpoTokou BizyasbHoro kouTposmo Bix 30.06.2023 Ne 177472

3a  pesysibTaTaMu JIEP)KABHOIO KOHTPOJIIO BCTAHOBJIEHO, IO JHKAPCHKUM 3aci®é BBe3eHO B YKkpalHy 3
AOTPHMAHHSM BUMOT 3aKOHOIABCTBA ILO/I0 3a0e3IeUEHHsT IKOCTI JIIKapChKUX 3aCO0iB,

HavaipHuk | | Mukojia XOJIOJIEHKO
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(mocazoBa ocoba opraHy A€p>KaBHOTO KOHTPOIIO) | (mianuc) | (IHILIAIK Ta NMPI3BHILLE)

ML.IL.-







