TOB " ocaianuii 3ason "TCHILVIC"
Bya. BopoGitona, 8, m. Xapxis, 61057, Ykpalna
Ten/axc (057) 700-97-05, okk@gnels.com

Haasa npenapary no AHJ:

Howmep cepii:

KinbxicTs npoxykuii B cepii
JBara supobumursa

ARani3 BuKoHannit no:

@-B COM-11-1.004

Jlinensig AB M501324 nin 14.09.2010
Csinourso npo arecrauiio
naboparopif BKA Na63 sin 08.11.2010

CEPTH®IKAT SIKOCTI Na1048

Tiompuasonin, kpanni ouni, 10 m2/ma, no 5 ma y raxoni, no 1
grarony e nauyi y komniaexmi 3 KPUIIKOIO-KpanensHuyen

131020
18.2 myn. TlpoGy siai6pas Gcunosa 10.8.
05.10.2020 Hata BHAAKHA pesynsTaTy 05.11.2020

MKH naxas MO3 Yrpalnu Xo343 gio 25.04.2013 PI1 NeLA/8446/01/01, 3mina Mol 3mina J62,
amina No3, asina Ned, auina NoS

®
2,

1 Onuc 3nerxa onanectexTxa, Gesbapsna abo ai anerka 3nerca onanecuexTHa, 3i snerxa
MOBTYBATUM BifITIHKOM PinuHa XOBTYBaTUM BitYiHKOM piguna
2 IneHTndixatsis Cyxnit 3anutwok npenapary 8 0,1 % crmpTosum Cyxui sanuwiox npenapary 3 0,1 %
posumuHoM aumeTunaminobensansaerigy P npu CIIMPTOBHM POIYUHOM
HarpisanKi yTBODIOE OPaHXeBO-KOpUMHERE 3aBapeneHns AnmervnaminoGensanuaeriny P npu
/ HArpisanHi yTaopioe opanmeso-
‘ XopuuHene 3aGapaneHHn
Mpenapar 3 posunHom amoniic perexaty P yraopioe Mpenapar 3 posunHom amoulio
POXeBuik NepnaMyTPOBUK ocag peitnexaty P yTeopioc poxesuit
nepnamyTposui ocag
Cnexrp nornuHaHKs BunpoGoByBaHORD po3umMHy B Cnextp nornusanis BunpoboRyBAHOrO
obnacri sig 220 M g0 300 MM NOBUHEH sianosiaami poauuny 8 obnacri sig 220 um go 300
CnexTRy NOrNUHaHEA PO3UMHY NOPIBHAHHA HM BIANOBIAGE CNEKTPY NONUHAHNHR
POIUMHY NOPIBHAHHA
Mpw HarpiBanti 40 KUNIHHA BUABNACTLCR KanamyTb, Aka . TIpW HarpisaHHi KO KuniHHA
NpU OXONOIKEHHI 3HUKaE BUSIBNACTLCA KANAMYTS, SKa NPK
OXONOLKeHH! 3HuKae
XapaxvepHa peaxuis Ha xnopuau XapakrepHa peaxiin Ha xnopuau
XapakrepHa peakuis Ha HaTpin Xapaxrepra peaxuin Ha HaTpi
3 KonboposicTs poauuny Moaunnen Bytv Beabapanum abo BUTDUMYBETH He intencusniule etanony Y7
NOPIBHAHKA 3 BTANOHOM Y7
4 pH Bin 5,9 A0 6,9 6,48
§ [nnamiung g'askicrs Bia § MNa »¢ a0 20 MMNasc 8.78 mlac
6 Mexaniuni BknioveHHs TloBuHer GyTH NPAKTHNHO BINbHUM BIl YACTHHOK Burpumye anmorn
7 OG'em smicty KOHTefHepY He mene 5,0 mn Bignosinac
8 Cynposinni gomiuwkn 3-metun-1,2,4-1puasonin-5-riony e Sinbwe 1 % Meniwe 1 %
8 Crepunsiicrs MNosuHer 6ytu crepunbHum Crepunibuo
10 KinoxicHe susnavenHs Bin 9,5 mr a0 10,5 mr TioTpuasonivy B 1 mn npenapary 9,85 mr

Ha MOMEHT BURYCKY; Bin 9,0 Mr A0 11,0 Mr TioTpUAIONIHY

Ha Tepmin npuaaTkocti

11 Mapkyaauus Bianosiasicts MKR 3riquo Ao sumor MKR

12 YmMosu 36epirantn 3Bepiratv npu Temnepatypi e suwe 25°C 8 3Bepiratu npu Temnepatypi He suule
opuriNanbHiil ynaxosui 25°C B opurisanuHin ynakoauj

13 Tepwmin npupnaTvocti 4 poku 8o 10.2024

14 Ynaxosxa Bignosiasicts MKS Jrinuo no sumor MK

3aknovenng: Biznosinae Bumoram HT]|

Hagasmunk BKSA

Uum 3 3ac8iduym, wo nasedena suwe inghopriayin € docmoaipuor ma monngio, Lho cep
ma nposedeno Koumposs 1 Rkocmi
doche

e Qu o ity 7 s

Y'noexti sidnosionocmi 3 GMP, 1 man]




AEPKINKCITY KB A
AEPKABHA CJIVXBA 3 JIIKAPCBLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KMEBI

Byit. bepesuskiscbra, 29, Kuis, 02098, ten./dare: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyivi@dls.gov.ua hiips://www.dls.gov.ua, Kog €JPIIOY 37079055

BUCHOBOK
Npo fAKiCTh BBE3CHOI0 B YKpainy Jikapebkoro 3acofy

27.01.2021 Ne 2967721726

TPUTPUM
(1afiMeny nanms Jikapebcoro 3acofy 3riAHO 3 peecTpaldiiium 1oCBi et
radgersy no 10 mr; no 10 rabaerok y daicrepi; no 3 6aicrepn y kapronniil kxopoi
(thopma BENYCKY, HOYBAHI, BHA THIKYBEHHS JIKAPCLKOIO 3aco6y)

Homep peccrpaniftnoro nocsinuenns UA/10564/01/03 crpox aii peecrpauiiinioro nocsinuenns He0OMeKeHHH
Cepist nikapeskoro sacofy No 31020 Kinuxicts Bresenoro sikapebioro sacoby 3780

BupoGunk Gapmanesruunuit a0 "onspapma" C.A., Honbma

HafMeHyBanis supoGHnKa AIKAPCBKOTO 3aCoDy, Kpaiua noxo/pReHI
¥

Baeseno g Yipainy Tosapucrro 32 oomMexenoo Binnosigaasuicro "IMMOJLOAPMA
FOA", igenr. kon: 42781598

(natimenysans ta koa 3a CJIPHOY 1opwwmusoi ocobn afo npissuue, iM', no Sarexosi izuamo]
0CODH - fFIPHeMLE, 1T MiCHe HPOXKUBAHEIS Ta peceTpauiHimil HoMep o6aikonoi kapTxu anaTimka
nogarkin abo cepis Ta HOMEP HACHOPTA)

Mporowoa sisyaibroro konrpomo sia 27.01.2021 Ne 238/4.

3a  pesylpTaTaMy  JEPAKABHOTO KOHTPOJIO BCTAHOBAEHO, o Jikapcskuil 3aci6  weeseno B Vipaiily 3
AOTPHMAHHAM Bumor 3aK0HONABCTRA 100 3a6e3neueHs SKOCTI HKapehinx 3acobin,

HavanbsHuk Muxona XOJIOJIEHKO
(nocaosa ocpiﬁf,r oplmigm, i&gafi{)x"(l }c{:i;;jl:ﬁ&mo) (ninnuc) (inivianm ra npissume)
ERE Y L '
: M.];]-{




é
SAPMALIEBTUUECKAM SABoa/

yi. Menbrnvnecka H2 19

§3-20C Craporapn [ganbeis, MONbILA
Tern, +48 58/563 16 00

thaxc  +48 58/562 23 53

o polpharma

Cepruduxar xavecrsa No 412 11636971

Haumenonanne npopyrnua: TPUIPYM, tabaerws no 10 mr

Crpana-npoussonurens: [lonnina

Homep perucTpatHOHHOr0 CBHAETENbCTRA: Ne UA/10564/01/03
Cuna peficTans/akTaBHOCTS: | TabieTxa MicTiTs: TOpaceMiny 10 mMr

Jlexapcreenuas gopma: Tabierxy no 10 Mr

PasMep # TR yNaKoBKI: 1o 10 Tabnetok y Gaicteps; 1o 3 Guictepu y kapTonuill kopoOui 3 MAPKYBAHHSM YKPATHCHKOIO MOBOIO

Vinnexc: TRMD-0314-800

Homep cepm: 31020

Pazmep cepan: 6000 v

JHara nponssoacrea: 10.2020

Hata oxonuawuy cpoka rogsocta: 10.2023

HauMerosaHue, MCCTORAXOXACHNC MPoy3RoACTRa: PapManentuynni 3anoa «llonsdapmay C.A. syn. Hensnnumscia, 19,

83-200, Craporapa Foansciw, Honena

Howmep mruerzarn: GIF-IW-N-4001/WTC103/299/13
Cepradimkar couisercrsng GMP: Ne TWPS.405.88.2019.KK.2 WTC/0105 02 03/210

Hanmenosauue noxazavenei TpeGoramns AHJE coeunducanny PesynsTaT HembITA NN
Onncanne OmucanHe: Xpyrible, nnockue TaneTry
BusyankHo, CTRHAEPT PUpMEL Seaore COOTBETCTBYET
LBETE, ¢ PANCNHTSNLEOR PHOKON
Huanerp 8,993 mm 9,1 MM
Cpeannst Macea T2008TKH U OAHOPOANSCTS
maces! Tabuericy 240 Mr+ 75 % 240,1 mr
COOTBEICIRYCT
fpoynoeTs B2 NCTAPANHE ne Gonec gem 1 % 0,1 %
Haewrudurannn
mopacemud crexTp abcopbiuy MCHMTYeMOro
V& cuekrpodoToMeTpHA pacIBopa ACHXKEH CGOTBETCTBOBATE BLIAEPHHRBACT
MeTonuka GHpMEL cnexTpy abcopSIEH CTABAAPTHOIO
pacTacpa
BPeMA YACKUBAHHA OCHOBHOIO HHKA B
Meron BIXX XPOMATOTPAMME HCHEITYeMOTO pacTBopa
) Meroauka q)}iprl JIONIAHO COOTBETCTBOBATE BDEMEHH BRIEEDIKEBACT

YIESPKFBAHAS OCROBHOIO ITHKa B
ApOMaTOrpaMMe CTAagaApTHOTO paCTeopa

PozceTaenubie npHMecs
- SMPAP

- Et~TopaceMun

~ P-TOPACEMEH

- molsle IpYTHe NpUMEcH
- CYMMa DpHMEcei
Merox BOXX

MeToanka GHpMBI

He Gones, gem 0.8 %
He Bonee, yem 0,3 %
He Honee, vem 0,3 %
ae Honee, uem 0,2 %
ue¢ Gonee, yeM 1,3%

meuee 0,03 %
menee 0,05 %
menee 0,05 %
menee 0,05 %
menee 1,05 %

/

KonpuecTseHN0¢ ONPEEASHEE TOPACEMHIE B
1 TaBrerxe

Meron B3X(X

MerosKa Qupme

9,5 10,5 S0 mr— 11,0 Mr

- 9P wr

ffg%ﬁﬁ /‘/05}\99 C?fy_gf 02 57 %/{_

AR




DAPMALEBTUHECKIAM 3ABON

vt Nensnmsncka HY 19
ﬁ@é@ﬁ&f it =] 83-200 Craporapa Noassors, NOALLUA

en. +48 58/583 16 50

dhaxc  +48 5B/562 23 53

CeprudmicaT ravecTra Mo 412 110369/1

Hanmenossnse npoayrmus: TRPHPPUM, rabnevics mo 10 mr
Crpana-npomeoagrens: [Tonbis

Hoaep perncrpannonnoro ceuagtansersa: Ne UA/10564/01/03

Cuna peticraua/acrannects: 1 ralnerka Micurs: Topacemiry 10 ur
Hexapersenyay popma: TabneTrn no 10 Mr

Pasmep # Tin ynaxosxn: 100 10 rabnerox y daicrepi; no 3 Gaicrepn y xapronnii xopo6il 3 MAPKYREHHAM YKDATHCBKOIO MOBOIG
Hunexe: TRMD-0314-800

Howmep cepun 31020

Pazmep cepus: 6000 yi.

Hara npomseogcrea: 10.2020

Jlara oxorsrauns cpoxa ronHocTH: 10.2023

Haumenosanye, MecTORZXOM IeH e NponstoacTea: PapuanesTauszil sazon «Tlonsdapmas C.A. aym. Measnnunrcxa, 19,
83-200, Craporapn loasscxn, [Tonsia

Homep muuensun GIF-IW-N-4001/WTC105/299/13

Cepruduxar coorserctrag GMP: N IWPS 405.88. 2019 KX 2 WTC/DI05 02 03/210

Pacrsopenne i KOKROH
rabaetie B veuenue 30 munyr 100,0 %

2 80 %
Meron BRICX HE MERRE: T R (M. 95,2% maxc. 104.0%)

MeTonuka pupmsl
MEKpoSHOIOrHUSCKan SHCTOTAS

y ¢
aspodusix Muxpoopranmsmos {TAMC) e Soaee 10° KOE/r ﬂg:;z::f?:
[LIECHEBEIX 1 MPOMOKEREIX rpuboe {TYMC) ue Bonee 107 KOE/T Y

L A COOTBETCIBYET
Escherichia coli orcyrerayers i r

Yiaanueiil 8 HACTORUIEM CePTHOHKATE TORAD 10 KA4eCTRY coorsereTayet Tpebonanmme AHTT $/4-0127.09 uzn. 02

Hannsm 5 IONTBEPRKNIAIO, HTO BHINSYKasahHas #HGOPMALUVA ABIMETCS JOCTOREPHON ¥ TouHOM. Dra cepuy MPOHY KN
LA IpOU3BEEHR (BIUHOUAS YIAKOBKY/MADKUPOBKY) H fIPOREISH KOHTPOAL 8¢ KAMECTBA HA BHINEYKAAHHOM YaCTKE
B COOTRETCTRHH ¢ Tpeboranummu GMP, YeraHOBRCHHEIMH MCCTHBIM DETYISTOPHLIM OPTAHOM, 4 TAXKE COTNACHO
cneAGHKALAM, KOTOPhIE COAEPKATCE B PEFHCTPALMOHHOM 0Che. [IPOTOKOBI POMIBOACTRY, YIIAKOBKK M AHANHMIOR
{pL1H IPOCMOTPEHE ¥ YCTARORIEHO cooTeeTeTMe GMP.

DaMUNHs ¥ JOIDKHOCTS JMUR, YIOTHOMOUCHHOTD 32 BRYI2Y DASPCLICHMA Ha BBITYCK CepHH:

Yaoosgomouennoe Jings .
{QJualified Person) F o i
. A AL (10 SV
Karolina Reszke /% / ey

Hara noprci: 23.12.2020

S
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