CEPTH®IKAT SAKOCTI

KAPBEJIIC®, nieTnuna no6aBka,

Gelmgchem
> SPP

NACTHIKH s :
Ped. Ne: 21330- EAN Cropinka 13 1
01 UA 4260229080580

XinpgeH, Himeuuuna.

Bupotuuk: leninrxem I'm6X & Ko. KT,
Himeuunna.Orro-Xan Llrp, 6, 40721-

Kpaina noxomkenuns: EG (Himeuuunna)

Onwc nponykry: KAPBEJIC® , nacTuaku

Onue: kpyrni opanbHo/CyGIiHrBaNbHI NACTUIKK 3 XAPAKTEPHUM CMAKOM JaBaHAH, IipKkoro
perxento. [TacThikyu KpyTii, TEMHO-KOPHYHEBI; HIDKHS CTOpPOHA MOYKe 6YTH CBIT/IO-

KOPHHYHEBOIro KOJIBOPY.

Cinan: | nacTuika MiCTUTB: axmueni inzpedichmu: €KCTPAKT i3 cymini KBiTie i nuera rnogy
(Crataegus monogyna) — 83,0 mg (Mr), eKCTpaKT Tpasu kponuesK cobauol (Leonurus cardiaca) —
30,0 mg (mr), ekcTpakT THCT MenicH nikapeskoi (Melissa officinalis) — 8,0 mg (Mr); donomivcni
peuosuiy: HAOBHIOBAYI: MANBTITON, rymiapabik, copBiT, KaMeah POKKOBOTO JepeBa; oist
NaBaHIM, 0Jlis PeHXENIO TiPKOro, asypyrovi areHTH: POCIMHEA 0lid (Cymil mansMoBol Ta

KOKOCOBOT 0niit), O/LKONMHMI BICK; MiACONOMKYBAY: CyKpanio3a, BOAA OUHIICHA.

OpranosenTuyni Ta Qizuko-xiMiuHi XapaKTepUCTHKH

HEeraTHUBHI
daxrepil, KYO/T, e 6inpiue

IapameTrpu XapakTepHCTHKA PesyabTaTr

Onuc Kpyrni xopuuneri Bignosinae

KOJIip

Cmak JIaBaH/H, TipKoro heHXenio. BiANOBifgae

Hiametp, ToBIIL. 11,3-13,0 mm 12,3
4,8-5,8 Mm 5.8

Maca nacTuiiku 645 =714 mr 669,9 mMr

Bonora 8,0-13,0% 8,8%

Mikpo0ionoriyHi nokasHuKU

Iapamerpn XapakrepucTuka PesyabrTar

KMA®ABM, KYO/r, 1e 6inbiue 1-104 1-10°

Mnicenesi rpubu, KYO/T, He 1-10° <1-10?

Oinewie

Hpixmki, KYO/r, He Binbiue

S. aureus, B 1,0r BincyTHi BiacyTHi

Ecoli,B 100 BincyTHi BincyTHi

[Taroredni MikpoOpraHismMu, & T.4. BiacyThi BincyThni

baxtepii p.Canemonena, B 10

JKoBuHO-TONEPAHTHI rpam 1-16 <1

Jata supobuuurea: 01.2021
[Ipunatunii no: 01.2024
Cepin No: 0121

3aranbHa KUIBKICTB y cepil ym. No20: 11760

235200 macr.
IITamn/oiannuc
M. I'eBOpKSAH. 16,02 2021.
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KOS Ne 7

TOBEPagsa Crap buxc +38 044 281 23 33

Ypatia. st Kule, yansap Battaasa Taseaa, Syannok § “ ._,2 '3 v o2 2 O Y, E- ligMindak@aeinoswiss

JEinerdy me anpolissngrse copis AR Ne 501328 -~ ot

Ceprudinar sianonisnacti GMP 007201 9%GMP LN8ackke rOCﬂOﬂapCTBO

CEPTH®MIKAT AHAIIZY No 87/2021
No peectpaniinore
KOPRAJITAB, ROCHITUCIMA:
TabacTrn UA/I023/01/01
B Baicrepax Ma10, sanawosani B nauxy Ne20 (10x2) Tepsin uif

peLCTpuitiiore
HOTBLAMCHHS,
BeseTpokosg

Cic.it s vay 180,16 1KY IOMHX PENOBAR: CTHATBOTO SIpY u-Oposisosanepisorol knetorn - 8.2 vt QencBapBiany — 7,5 mi;
onii M'wruoi - 0,58 .

Ne cepiis 030121 Kinewicrs npoayicnii s cepit 167078 oy,
Jata supoBunnrna: 12.01.202) Tepmin npraaruceri: 01.2023
Jwra korTpOmMO: 10.02.2021
Korrpons sianosiane 10: MK sin 1 7.08.2020 a0 P Ne UA/1028/01/01 1a 35t 40 inet pyRaii
[HATIMEHYBAHASA BHMOTH HOPMATHBHOT PE3YJITAT
IIOKA3HHKA JOKYMERTALIT
One TaGaetkn Ginoro afio vafuc itora konnopy, 3 BKpanncHIMY, EpyLavi dopmu, 3 Bizmoninse

AJ0CK0I0  fosepxueio | Quckamn, 3 cneundrinewy sanaxom. 32 sesiiauris
BRIASOM MakTh ianosinaty numoran DY, crirn «Tabaetens.

IncaTudikanis 2.1, Ha xponstarorpami sunpofosysandig POGHHHY, OTPHMAHOTO Tk npoReIENT Bilowkiue
sunpobysanns «Kinkxkicue suspaucnn, Evunouni edip u-GpomisceancpioHosol

. —
qJ"&'c“Ha * 1 .\

KECAOTH § MEHTUNY, Y4CH YIDHMYRIHNS OCHORUMX Mikin etwnosorw edipy a- * i qu,,cf*'»;;}\
fpovizanaiepianosol KHENOTE | MedToRy MAIOTE 30iTATHER 3 Sacon YIPUMYBANIIs > \“’»; %"%
BIAMOBIHAN NikiR-Ha XpoMaTarpami posumy nopiessnas 3 109Hicii + 2%, ber
ks 2,0
2.2, ¥aprpadloneronwit  cnewerp  sorammHanus BHOPODOBYRAROTO  PORTHAN _ §,;
UIPHMLHOTO  TIpH npoBeiewni  awnpoByeanss  «KinnkicHe  srsHaucHH AR
DeroGupbitnn, o o6aaet #ia 220 am 1o 280 uM romtHen Marh MAREHAYMRY ’ f/jf
TOFTHAANE NPy xopucani xouai (240 + 2) as. \%y N— Qﬁsﬁ 2‘?

peelin ’ ;
Cepenns maca Bia 133 20 147 mr Ny

(140 M7 £ 3%)

Posuasauns He Siasue 15 xn G xn
Oxuopianicrs Onwopiisiers,  aAo3oBaaMy  OAARALL apenapaty  afs  denolapSivany  mac Bianonitie
JIOBOBRHHX OXHHMUL sianosinarty sumoram JIOV, 2.9.40.

Pasanienns He menwe 70% (Q) denobupbitany six kinkrocti. sasnienol s posaiti «Craid 1u
oy TabineTryy, - 32 45 xb.

MikpoBionoriima 3araasne 4ueio aepoGHuN Mikpooprauimie (TAME) - we Sinne 1000 5 | I
o . § = s s . . }
uHCTOTA 3araanne uneto Apikaacounx i naicencsns rpubis (1 YMO) - ue Gianme 1008 1 1

Hasauuicrs Escherichia coli g 1 - ne aonycracroes,

Kinngicne
BH3HAYCHMS:

~eTunoRiit edip a- Bin 7,38 16 9.02. ar/rab.
Eposizoaaiepianonoi

KHCAOTH

- thenoGapGi Bin 6,73 a0 8,30 Mr/rad. 221 Mmrfrad,

- MeHT He mene 0,23 sp/rud, 0,29 sidrad,

= ﬂ
oy Ao X Coo—
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HARMEHVRAHHA BHMOI'H HOPMATHBHO| PE3YJBTAT
TTIOKA3ZHHKA JAOKYMEHTALTI
¥Ynaxonka Hosnrua vianosizars susorun MK I3, Bianoninac
Mupkyganus Mosanro Binosinath pumoram MK 13, " Bianorinae
- I I w”"&
Brcnonox: Bisnosizax sumoram MKS N3 sin 17,08,2020 1o P Ne UA/L028/01/01 4 a1, 2o-dierpyienil
. o
i '
e
Kepintnk JK 5 /LB, Koceuro &7 et
[LLB. ni;ﬁ{;m . ‘

%

Bucnosor:
nm 5 niarsepaxyw, mo npRBCACHn BHILe iHpopMalis ¢ gocToBipHo | Toumors; L 3
ynakenky/mapkysanns) i 6yr nposeseunii KUHTPOSL 1l sxocTi na puwesRasanifl Al ¥ MOBHIH
GMP, a marox y signosianoeri i eneauicnuinmi, ki vicrarsen b peceTpaiiinomy  noeuc.
YUAKOBKH Ta aHanisis Syan neperasuyri i actanosiaeny siauosiauicTh Rrmoram GMP.

Hpeunpur z0380ae10 A0 peanizauir,

Yuosucsakena acoba H.M. Minzax
.15,

EIoaHT ynosHoBaKe R
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CwAdnn YNioBHOBRaMEHi X o

TQR«Dapua Craprn_ ; KOs Ne / _—VealdaKc +38 044 281 23 33
Ypais, m. Kitw, Synsvap Baunans T aueaa, Gyannok § ' E-miail: Natatia. M indak@ucino.swiss
Jinensin wa supobiirao cepin AB Ns 501328 . .

Ceprugixar nianoglanocri GMP 0071203 ICMP “oN I 208 -/ P e

Cknanceke rocrona T80 /
CEPTHOIKAT AHATIZY Mo 86302y ~aPCTBO /

[

N peecrpanitinoro
KOPBAJITAB, noCBiAeHHS:
Tabierkn UA/1028/01/01
B BricTepax Ne10, anakosaui B navky Nel00 (10x1 0) Tepmin gif
pecctpanitnoro

TIOCBLTYEHHSA:

Crnan wa oxuy Tabaerky Aito4ux peosnn: CTHIIOROTO cthipy a-Bpomisosarepianopor KHCAOTH ~ 8,2 mr; Qenobapbirany - 7,5 MT;
onif M'aTHOT ~ 0,58 Mr.

Ne cepif: 060121 Kinsxicrs npoayxuil & cepii: 33439 oa.yn,
Hara supobunirraa: 12,01.2021 Tepmin npuasrhoeri: 01.2023
Hata koutponio: 10.02.2021
Kourpons pinosiane d0: MK N3 six 17.08.2020 20 PI1 Ne UA/1028/01/01 T8 3M. 10 iHCTpyKuiT
HAVMEHYBAHHSA BHMOT'H HOPMA'mgmol ~BEIYJBTAT
HHOKAZHUKA AOKYMERTALILI R S
Onsc Tabnerxu. Ginoro abo Maiixe Ginoro xonsopy, 3 BKPAIICHHAMY, KDYTHOT thop ’;u,,'t‘s
) fLToCkol0  nosepxieio i ackamm, 3i cneundiunmy sanaxom. 3a ao%:mg
BHTAS00M MAIOTE BianoBinati Bumorast IOV, crarrs «Tabneriun, i S
i 5 |
Inewrudivauis 2.1. Ha xpomerorpani Bunpobosysanoro posuitny, orpusanorg np# npoeeneni|
jeunpoBysanus «Kinukicue BH3RaueHHs. ETHnosuii cip a-6pouiaoaaucﬁimdnot K
KHCAOTH i MeHTOMN, Yacy YIPUMYBAHHR OCHOBHEX mikip €THIOBOTG ethipy. a-
Gpontizopasnepianoroi KucHoTH 1 MenTony Masors 36irarncs 3 vacom YTDUMYBAHNA
linnoaimwx niKie ua XPOMATOrpaMi posdmny NOPIBHAHNS 2 TowmicTIo + 2%.
2.2, Yaurpagioneronnt COCKTp.  norARRaHuy BUnpoGosysanoro PO3uKHY, Bianosizac
OTPUMBHOTG  mpx  npobesenni BunpoSysans  «Kinskicne BH3HAYCHHY,
Penobapbiram, p 00aacTi Biz 220 muM xo 280 1M nosunen mary MaKcHMyM
ROTRUHAKHA NPy KOBHUN] XBuni (240 +2) gag,
Cepeasus maca Big 133 20 147 ur 140 me:
(140 mr £ 5%)
Posnaaanus He Ginsure 15 xp 8xs
Onuopingicrs Ouuopinwicts  ao3onanux ORMHHUB  mipenapary g tbenoGapGitany  mae Binnonigae
JO30BAHUX OAMHHLL BiAnosizaTy BuMoras JoY, 2.9.40,
Pozuunenns He menure 70% Q $enobap6irany six KinbXOCTi, 3a3navenol 5 poaaini «Cknan na H inac
onuy Tabnetkyn, - 3a 45 xp, * Yxpiing™ S
MixpoGionoriuna 3aransne wneno acpobuix Mikpoopraniais (TAMC) - ne Ginsuwe 1000 3 | 15 '*‘\ 55 \
YHCTOTa 3aransne gueno ApiXIKOBHX | nnicenermx rpubis (TYMC) — ne Giaswe | ff mnqm o
¢ [ -
Hasnuicrs, Escherichia coliplr- HC AoTIyeKaeTLea. ! ? * o ald 11 Tny
Kinekicue i?ﬁ g ol
BHIHAYCHHS: ~ g.»
- eTinosk eip a- Bia 7,38 209,02 mrrras, Ny,
Gpomizosanepianosor
KHCAOTH
- theirobap6iras Bia 6,75 10 8,30 Mr/ra6, 7,56 Mrira6,
- MEHTOR He acHine 0.23 mr/ra6; 0,39 mrirag,
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HAAMEHYBAHHS BHMOT'H HOPMATHBHO] PE3YJILTAT
MOKA3HHKA JOKYMEHTALYT
Ynakoeka [losnnua sianosinary Bumoras MKJSI JI3. Biznosinae
Mapxkysanus osunno vianosinary sumoram MKS J13. LT T S Bianosigac
R *'\7; i‘i
Bucnonox: Bianostaac sumoram M K351 JI3 sia 17.08.2020 a0 PIT Xe UA!]OZ??@I?O} 78 3m. 20 In&pyfi;ﬁ‘
g’,\41‘ - kR ;n
“ . NERR:
Kepisunk JIKA LB, Kocenxo ‘ 02 2027
IL.LS. b

Bucuosox: e

um 1 ninreepaxyso, mo "PHBEACHA Buue indopmanin ¢ gocToBiproto | Tounolo s Eepin 6yna surutoBaena (sxniouaouy
ynsxoBKky/mapkyBanus) i 6ys nposesennit KOHTPouIb IT'sikocTi Ha nimeniasanii ainsHuul y nosuin signosinaoeri 3 BHMOrami
GMP, a Taxom y sianosiasocri 3i creundixauiomu, i MicTsThen B peectpauiiinomy pocwne. IMpotokony BHpOGHMITRY,
YORKOBKH T4 ananizis Gyun neperasinyti i Beranosnens siznoslanicts Bumoram GMP.,
Hpenapar xossoneno no peanizanii,

e

- Di3AET ynosHoBake

P cmonr §
Ynosrosaxena ocoba i
[LLB. nyc
‘ AT ;r::\:_ﬂ,‘ s L!
]
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) Anpeca 02083, . Kuis, syn. Bopucninncwka, 13
:jj_,;,' 5 ; - Ty " it Ten./%akc: (+38044})568-32-10 Hpmﬁmanbuﬂ O 02 7 7 4 2
W é:g g? Eﬁ %-k' ﬁ‘g %&_ﬁ 4 (+38044) 207-73~41 Binmin konTpoaw AKOCT

P (+38044) 207-73-04 YnosuHosaxeHa ocofa 5 sKoCTL
e (+3B044)207-73-27 ¥YrnosHopaxesa ocoBa 3 $apMaroHATNANY

Ceprudikar cepil nikapcbkoro 3acoby

1. HanmeHyBaHH#a, cuna KOPBANON-OJAPHULA®

AillakTWBHICTL, nikapceka ghopma Ta 1 Mn npenapaty MICTUTL: ETUN0BOrO edipy ansma-
PO3MIP yNakosku (igeHTUYHO TekcTy Ha OpOMI3OBanNepiaHoBoT KKCMOTH. y nepepaxysanHi Ha 100 %
ynakosui rotoBoi npoaykuit): pevoBuHy 20,0 mr, derobapditany 18,26 mr, onil m'aTu

nepuesol 1,42 mMr, kpanni opansHi, pogymH
no 40 Mn y dnakoki; no 1 GNaxkoHy B nayli 3 MapkyBaHHsm
YKDPAIHCbKOO MOBOO

2. Homep cepii rotosol ApoXyKUil: YV140121 Poamip cepir: 13240 ynai.
3. KpaiHa-BupobGruk: Ykpaina

4. HameHyBaHHS KpaiHu / kpaiH YkpaiHa

NPU3HAYEHHA ANS cepil:

5. Homep peecrpadiithoro UA/14817/01/01

NOGCBIAYEHHA!

6. larTa BupoBHuuTRea Ciqers 2021

7. Hata 3akiHyeHHs TepMmiHy 12.2022

npuaaTHOCTI (MicAuL | pik, nicna
sikoro J13 He 3acTocosyeTheH):

8. Hasma, anpeca Ta HoMepwn ynakosaHo 3 in bulk dipmu-supobHinka TOB «Papmximy
AIUEH3IA BCIX AINAHOK BUpOBHUUTBA i YkpaiHa Ha MpAT «PapmalesTvina hipmac JapHuus »3a
KOHTRONK AKOCTI: agpecoio: M Kuie, Byn. bopucninsceka, 13: niuetzin AB Ne

588086; npokoHTponsosaHo Ha MpAT «PapMaueBTIYHA (hipraas
HaprHuua »3a agpecoio: M Kuis, Byn. bopucnineceka. 13
CBIAOUTBO Npo aTecTauito nabopaTopin BKS! No 128 KOHTRO
AKOCTI 3@ KOHTpakToM: naGopaTopia BKA TOR «Oapmxime 2a
aapecor: Cymebxa obn., m.WocTtka, syn. WepBakoea, 1:
CBIAOUTBO Npo aTecTauio naGopaTopii Ne244

9. Ceptudpikatu BianosigHocTi GMP ceprupikar 035/2019/GMP
BCiX AINAHOK, 3a3HAYEH WX y n.8:

10. PesynbTarTu ananisis: HaBeAeH! B cepTudikaTi aHaniay (aocgatok 1)
§ 11. KomenTapi: 3Bepiratu B opuriHanbHIv YNakosLi npv TeMNepaTypi He Briie
i 25 *C. He samopoxysaru. 36epiraTin y HegoCTynHONMY ANS Ji1ek
i MiCLi
12. 3aana npo ceptudikauiro: Hum nigTeepayto, Wo Bei BUPoGHMYI cTaaii ans LiEi cepl

rOTOBOI NPCAYKUIT Bynn npoBeaeHi 8 NOBHIN BIAMNOBIAHOCT! 3
BUMOrami, BCTaHOBMEHWMU B YNHHOMY KepiBHULTEI no GMP,
saTsepaxeHoMy MiHiCTepcTsom oxopoHu 300pos's Ykpaiins -« 3
BMMOramu peecTpauiidoro AOCLE KPaiHN PU3HaYeHHS

13. IM’s1 Ta npizBULle YNoBHOBa)eHOT B e
0C0oBn, AKa 3MINCHI0E cepTudikauiro ;
cepil:

14. MMignuc YnoBroBaxeHoi ocobu, axa
3aincHIoEe cepTUdikalliro cepii:

15. Jara ninpnwuecanHa:




Ceprudvikar aHanisy Ne 14

Haimenysanms npoaykyii; KOPBANON-APHVLA®, KPanni opansHi, poa3uud, no 40 mn y (hnakoki: no 1 hNaKkoHy B
NaqLi 3 MAPKYBAHHAM YKPATHCLKOKS MOBOIO

Homep cepil: YV140121 Poamip cepil: 13240 ynax.

Homep peectpayinoro UA/14817/01/01
NOCBIAYEHHSR:

AHanis BUKOHaHuit 3a; MK 113 sin 02.01.2021 ao peectpavinHore nocsiaMeHHn NeUA/T4817/01/01

Pesynerartu aHanigy:

Ne . HalmeHyBaHKRa nokazHuika Busorn HopMmaTusHol HAOKYyMEeHTauT Pesynsrar aHanisy
1 Cnwe Besbapana nposopa pifrHa 3 xapakrepHum IpHUM 3anaxom 8ianoeigae
2 laenratbikaus A fikicHa peakuis i3 3aniza (1) xnopuay pozunxom P1. Mae Bianoeigae
3'ABUTUCR wepaono-Bype 3aGapanetna
B. Y®-cnekrp nornuxanks BANPODOBYBaHHOrO pO3uuHy, Bianosigae

APWroToOSNeHOrs B poaaini "KinekicHe BUIHAYEHHA.
Cenobapbitan”, 8 oBnacTi Big 225 KM AC 275 HM NOBWUHEH MaTK

MBKCUMYM NOTNUHSHHA 38 JOBKUHKU XBUNI {240%2) Hm

C Ha xpomartarpamax BUNPOBOBYB2HOIG pOsUMHY Ta PO3YMHY Bianosiaae
NOPIBHAKKSA Yacy YTEUMYBAHHS NikiB €TUNOBOIO edipy anstha-
Spomiloeanepiaosol kucnoTy Ta MEHTOINY BIANOBIAHO M310Th

cnienanaTtu

U. Ha xpomatorpamax sunpoGosyBaroro posunHy Ta po3unsy Bianosigae
NOPIBHAHHA, 0/lePKaHUX B po3aini "ETaHon”, qacu YTRUMYBEHHA

fiky eTaxony MawTs chisnaaarty

3 pH 40-70 8.7
4 TycTuna 0.924 - 0,929 ricm3 0.925 ricka3
S5 TDokesnug sanomnering 1.3642 - 1 3658 1.3656
€ Erauon 0.444 - 0,491 rimn 0,488 r/un
7 Bpomig-ion He Ginwwe 0,0008 rivn 00,0002 riman
8  Ofem BRMICTY thnakony OB'em amicTy kowmoro rnakcHa mae Byt He Menwe Binnosiaae
HOMINEMSHOrO
g MipoBionarisha unctora Bianoeiano go MKS 113 Bianceinag
10 Kinbricne susHaverns etvnosore 0.019 - 0.021 rimn 0.020 ritan
edipy aneda-
BpomMisoBanepiaHoBol KUCAOTH
Kinexicxe susuauenns 0.017- 0,019 r/mn 0.018 r/mn
GeHobapbitany
11 ¥nakcska BianosiaHo ao MKS 113 Biznosinae
12 Mapkysanns Bignoeigno no MKS 113 Bignoaigae
HAava aakinveuns TEPMiNY npugaTHoeT: 12 20270 (MO AgaTte NpoWsBoaAcTEa In bulk}
38epiranus; 3BepiraTn B opuridaneHif YNaKoBUI Npu TeMnepatypi He anwe 25 °C. He 3amopoxyeatu 36epirat y
HEA0CTYNHOMY finA AiTew micu
BucHosox: Bianosinae sumoram MKS] 13 8in 02.01.2021 no PeecTpaUidHore noceiadenys NelUA/14817/01/01
Hara ninnucanns S5 els . DErE (’ /Aaqanwm BKA" o ; Miniexko B.O
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NYEJIUHE

NNYBJIUYHOE
AKUIOHEPHE TOBAPHCTBO AKIHMOHEPHOE OBHIECTRO
«2TOMA»

«CET OMA»

Yxpaina, 61103, M. Xapkis, By:. g]*lmomua 3 Ykpauna, 61105, r. Xapsxos, ya. Heorous, 3

Teit. (057) 766-28-24, daxc (057) 766-28-99 1en, (057) 766-28-24, paxc:(057) 766-28-99
Ten./axe (05‘1) 766-28-79 ren/ae (057) 766-28-79
Ten./daxc Bindiny 6yry (057) 766-28-57 Ten/paxc otaena cOura (057) 766-28-57
e-mail; stomai@stoma.kharkoy.ug, http://ww \\;smnmklmrkov ua e-mail; stoma@stomakharkov.ua, http/wwwistoma kharkoy.ua
Kon €APTIOY 00481318 Kon EI'PITIOY 00481318

CEPTH‘DI‘KA‘TF AKOCTI CEPITJHKAPCLKOI'O 3ACOBY Ne 1

Ceigowurrso npo atecrauiro Ne-174 Ximixo-angnituutoi ta MikpoGionorivHol aatioparopif siniiny korrpomo skocti AT «Croman
HY fIPABO NPOBEACHHA KOHTPONK AKOCTI Ta Beanekn NikapehKUX 3acoBis BIANIOBIAHY O rantysi arecrauii.
Buaane 07.02.2013 p. Jepsxasrorn cnyxGoro Yrpaitiu 3 nixapcskux 3aco6is.

1. Hasa npoaysxuii KAMETOH
2. Kpalua-supofinmk Ykpaina
3. Howep ptecTpauifiRoro nocsiave nHsa UA/4658/01/01
4. Cnpa niakrussicre AkTusiti peyonnun: )
1 Ganon micTnTs: xnopGyranony remiriapary 0,1 r; kamdopx panemiuqoi 0,1 r,
. i nesomenrony 0,1 r, onif epkaninrosof 0,1 r
5. Jixapcsra dpopma 1ep030JL
6. Po3mip T4 THn nakosanns : 110 30 ry 6aioHi acpo3oAEHOMY aMIOMiHicaoMY; o | 6anony.3 pasnHmIOBauEM
8 navil
7. Homep cepil 010121
Po3mip cepil 10320 yriakoBoK
8. Jarva BRpoGHHUTBA (1aT8 BHIOTOBICHHS) 11.01.2021 p.
9. JAara sakinaenun repminy npugaruocrl 0123
10. Hassu, anpecu va nomepn Jgineisil seix aiasuuun 3 nnpoﬁnmmm Hinouuus 3 upoGiuursa Jlmapcbmix 3acobin y dopmi acpelonis, cnpeln
T8 KORTPONIO AKOCTI Ta posunuin,
- Yxpaing, 61 105, m. Xapxis, By Heworona, 3
- Jliuensin Ha supoSHULTBO NikapchKix 3acobis Cepis AB Ne 598043
Crpok il muensif 3 06.11.2012 p.

11. Pesyawratu ananisis

: i R Honyernmi nopmu 3a HI; Pesyawrarit
Hafiyenynanig ateasiukie MEKS JT3 o PIE M UA/4658/01/01 ananisis
1 2 3
Onic [posopa, 6e36apsna abo anerka JKOBTYBATOr0 KONLOPY piinHa 3i ¢cneundiunms sanaxom. Binosinae

Lnewrndikauin -
Lluueon (omia eskanimroma), xaopGyrakon | Ha xpomarorpa\{ax aunpoﬁyna}xom PO3HHY, Ofepikanux Y pozanini «Kinskicke
remirigpat, kamgopa pauesmivua, IEBOMEHTON mm{aqex-*un» BIHOCHI uYACH YTPMMYBAaHHA nikiB uUmHcomy (onm eRKANINTOBA), | BIANOBIAAIOTL
xji0pGyTdiony, KaMGopH paucMNuOI T8 ACBOMCHTONY M8H0Te BiANOBILATH BLIHOCHKM
YACOM YTPHMYBAHHS BIANGBIIHHX [iKiB HA XPOMITOrPAMAX POTUHHY NOPIRHANNS

‘ Konsoposicens 3abapsncking npenapaty Mae GyTH He IHTEHCHBRILIMM 32 eTanoH Y BIIPHMYE
BunpoGysanHm acpo3osibHOE yNaKOBKH ]
[Mepesipka 6aiona Ha repMETHYHICTD HobuHex Gytn repMeTudHiM BUTPKMYE

Knanan NoBHHEH BiIXPHBATHCS NP HATHCKAHHI Ha DOMMTIOBAY, WAIMITHI HA LITOK
KNanaua j Bigpasy repMeTHUHO 3aKPUBATHCS NICAT NPUNHHEHAN HaTHCKasny. Buninenns

Tepasipka knacain BMICTHMOIO TOBMHHO NPOXOMMTH TINSKM Weped. OTRIp pO3NMMIOBaNa. Butikamus | CHIPHMYE
NPENapaty NpH 3aKpHTOMY KIAMEH] HE 0NYCKacTsea
S;:&a;;g;g cepeiibol Mac upenapary B Cepeans maca oaxiel no3u mae Syru 8in 0,08 r a0 0,12r -~ 0,09 r
Buinauenus sincorky suxoy BMicty Ganony | He merie 90 % pin Macu BMicTy 6anona 98 %
! Kpurepil npuftustrocti Mikpoﬁionoriﬂuo‘i yucroTH (ADY, 5.1.4): :
- JaAreUIHg G0 apobHHx Mikpoopraniwmin (TAMC) - 107 KYOhur, . 20 KYO/mn
Mikpobiosoriuna uncrora - FAraTLIE WHOTO APbKponnX T rwricenesnx rpitie (TYMC)— 10' KYOun, <10KYOMn
- amcymu('mS uireus 8 § ML, He 3HallneHo
- BUICYTHIETS P, aeruginosas 1 mi He 3HaHIEHO
KinbricHe BH3HAYEHHR Buder s-oaucuy fatond T
: Ilpn sunyexy Hporsirom Tepminy sbepiranns
Xnop6yraron remiriapar (C;H,CL,O, 12H;0) | Bin 0,095 r a0 0,105 Bin0,09rno 0,11 ¢ 0,098 1
: Kamdopa pauemivug (CioH1s0) Bin 0,095 r no 0,105 ¢ Bin0,09rz0 0,11 r 0,100-r
i Jlesomentan (CgHz0) Bin 0,095 r 200,105 r Big 0,09 r 00,111 0,103 r
§ YnakoBxa [NosuuHg Birnosigaty sunoram MK JI3. i Bianosinae
: ; TToBRHHE BiANOBINATH 3ATBEPIKESHMM TCKCTAM MAPKYBAHHA NEPBUHHO! Ta BTOPHHHO! . .
Mapxysans YNAKoBOK Jikapckkoro 3acoby ao PIT Ne UA/4658/01/01. s
12. Komenrapi:
V,uoau sbepizanns. 36CpiraTi B OpUriHANSHIN ynmconu npH Temacparypi ue sxue 25 °C.
TeleM npudamuocnti. 2 pOKH.
Dapmaromepaneamunna 2pyna. Jacolu, mo Aoty Hap
13. 3ansa npo cepradixauize: ’ ¢
Llew 5 3acsiduyo, o nasedena euuge Inqbop,waxfix ) i oroma mounoio. Lo cepiro npgd , i S0 SLEBG) (BRMONGIONU NAKYEANHR/MAPKYSANI5)
mia #pogeden Konmpary it Akochii G ey ool ‘ s sidnogidnocril 3 b bimo2 GCIRHOS CMICYEaUM PESYRRIMOPHUM OIRGHOM, d

i a;mizie Gyno nepezvanymo ma

¥Ynouvuopamenn ocoba (supobunureo § ’_EFC"« 0.0. Maisoeans
25.01.2021 p. M.IL
, oyl o e
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JAEPKIIIKCITYXXBA
AEPIKABHA CIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMMH Y YEPKACBHKIN OBJACTI

Byn. Cminsauceka, 171, m. Yepkacy, 18008, Ten.: (0472) 66-38-95, ten/dakc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua,https://www.dls.gov.ua, Koz CIPIIOY 37067296

BHCHOBOK
NPo AKICTHL BBE3¢HOro B YKpaiHy JikapchKoro 3acoly

30.04.2021 Ne 24146/21/23

KAPCIJI®
(HalimenyBanus Tikapebkoro 3acoBy 3rigHo 3 peecTpauifinumM nocsinuenuam)
Ta0J1eTKH, BKPHTI 06000HK010, 10 22,5 Mr 110 10 Tabuerox y 6aierepi; mo 8 Gnicrepip y
KapTOHHIH nauwmi
(popma BunycKy, N03YBAHHS, BHA NAKYBaHHS RiKApCHKOro 3acoby)

Homep peectpauitiroro nocsimaenn UA/2773/01/01 crpox xif peectpauitinoro nocsizuenss 01.01.2099
Cepis nixapenkoro 3acoby Ne 2290121 Kinexicts BBe3€HOTO MiKapesxoro 3acoby 7850

BupoBuank AT "Codapma", Bosnrapis

(nakiMeryBanus BUPOOHMKA NiKAPCLKOTO 3acoBy, kpaiia noxomxeHHsn)

Bresero B Vipainy Tosapucrso 3 o6mexenowo Binmosinaabmicrio "Codapma Ykpaina",
inenr. kon: 38323318
(HaimMeHyBarus Ta ko 3a CAPTIOY opamuunoi oco6u abo npissHue, im's, no GaTskosi hisuunot

0cobH - nianpremus, i Micue MPoxUBAHHS Ta peccTpaviiiuii Homep o0nikoBoT KapTKK NNaTHHKA
nonatkis abo cepid Ta HOMEp nacropTa)

HpoTokon Bisyansuoro kourpomo six 22.04.2021 No 198/0/01.24-21/4.

JlaGoparopruii aHais sxocTi mikapepkoro 3acoby 3xiifcHerwit:

ALl "Ilentpansaa nabopatopis 3 aHamisy SKOCTI TIKAPCBKHUX 3ac06iB i MemmarHoi uponyximii"
(m.Kais, Byn.Kyapsecska 10r)

(HaliMCHYBaUHA T2 MICLIEIUAXOKCHHA naboparopii, wo nposena nabopaTopuuii ananis sxocti)

BucHOBOK mioz10 sikocTi ikapcekoro 3acofy, Bupannit naboparopiero sin 29.04.2021 Ne 1014

Pesynsratu naGoparoproro ananisy sKoCTi Nikapcekoro 3aco0y 3a nepeBipeHIMH NoKa3HHKaMH BIITIOBIIA0TE
BHMOTraM METOZIB KOHTPOIO AKOCTI (aHANITHYHO-HOPMATHBHOT OOKyMeHTaUIT).

3a pesyibTaraMd JIEPXKABHOIO KOHTPONKO BCTAHOBISHO, MIO nikapcekni  3aci6 BBeseHo B Vipaimy 3
JOTPHMAHHAM BUMOr 2aKOHONABCTBA LOKO 3abesneyer s SKOCTI NIXapchKHX 3acobiB.
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55| sopharma®

CEPTHDIKAT AKOCTI No 17-41/09.02.2021

Jlikapcoknii 3aci6: KAPCHI® tabnetin, skputi 06onoukoio, no 22.5 mr x 80
CARSIL® coated tablets 22.5 mg x 80

CYXHH eKCTPaKT rioais posToponui nnsimuctol (Silybi mariani fructus
extractum siccum) (35-50:1), (excTparent: metanon > 99.0 %) - 40.9-56.3 Mr,
IO eKBIiBAIEHTHO 22.5 M CHEIMADHHY

Miroua peyosuHal Tabn.:

Cepisg No: 2290121
Hara snpobHunursa; 22.01.2021
[Mpupathuii po: 31.01.2024
Micue npu3saveHHs: Yxpaina

KinexicTs ynakoBox / THI yIIaKoBKH:
AnaniTiuna ROKYMeHTaUA A0 peecTpauiiiHoro
Tepmin Aii peecTpauiiiioro nocBiAYEHHS:

7850 yni./ 8 6n. x 10 Tabn./

nocpiguens No:

Jlivewsia ginpuuui Bignosinansyoi 3a umyck cepii No:
GMP ceprudikat ainbuuLi BiINOBiNANLHOT 32 BUITYCK cepil Ne:

Appeca ANsHHLI BiZNOBIDansHOT 33 BHITYCK Cepii:

UA/2773/01/01, sepcia 8.0

6e3CTPOKOBO

BG/MIA-0184

BG/GMP/2017/105

AT ,Codapma", syn. Iniencexe moce 16, Codis, 1220, Fonrapin

Ne | HafimenyBaHH# [MOKa3HHKIB Xapaxrepucrika i HOpMHU Pesyabrar
1 30BHILIHIH BUTAL TabneTx, BKpHTI 0G0NOHKOIO, Bixnosinae
NPaBrAbHOT Kpyrnol dopmu
Kosip Kopuunesnii Kopuuxesuit
3 | 3amax Bes sanaxy Bes sanaxy
Inentudikauis
- THIX Mae pinmorizaTi BunpoOysanHio Binnosinae
- BEPX Mae BLUNOoBiZaTH BUNPOOYBAHHIO Binnoeinae
5 Cryninb po3uuHeHHA CHIIMAPHHY 3 Tab/eToK,
BKPHTHX 000noHKo0, B Y6:
- uepes 45 XB, He MeHLe 75 (Q) 8§8.9
6 BMlC'{vc;anzmapngy,mzngfeuom 3a cunibiniHoM Bin 20.25 510 24.75 21.91
B OfiH1ii TabneTwi, BKpuTii 0BOJOHKOIO, MT
7 | 3auukoBi PO3YMHHMEKM, ppm, He Ginblue
- aLIETOH 5000 241
- 2-NpONaHoJ 5000 1763
8 | Inentudixauis Gapeuukis
Onamoxe AS 26586 kopuuHeruii
- Peakuiin Ha oxcnnu 3aniza Mac signoeigari Bunpobysanio Binnosinae
- Peaxuin Ha THTAaRY Kiokcua Mae Binnopizatu BUnpoGyBaHHO Binnosinae
9 | Mixpobionoriuxa ukcToTa
- TAMC, CFU/r <10 <10
- TYMC, CFU/r <107 <10
- TOJIEPAHTHI 10 XOBYi rpaAMHEraTHeHI <102 <10
faxrepil, CFU/r
- E. coli, CFU/r Bincyrhicts BincyTHi
Salmenclla, CFU/ 25 r Bigcyrhicrs Biycyini -
10 | {lepBuHHa ynakoska Mae Bianosinaty Bianosinae
peecTpauifinii roxymenTauii TN
11 | BropuHHa ynakoska Mae siangsis Bianosinae
peﬁcmauiﬁyﬁ' T RO ‘_ b, _ J :
A @ " 2 7 % % 7 {
BHCHOBOK: Hixapcokuii 3acib KAPCHJI® TabneTka, Brputi o8onouxofd ‘ Rpis No 2290121 ¥
BIAIIOBIAE BHMOTAM aHARITHYHOT Z0KyMeHTalji. '
Kepipnux KSI: //
/3 wivena /
& Crop. | or2

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofig, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Codapma ALL | yn. "Mnueucko woce” 16 | 1220 Codun, Buarapua | Ten: +359 2 813 4200,| dake: +359 2 936 0286 | mail@sopharma.bg

Lrive o W 0s Y /Z

sopharmagroup.com

P oae ¢




OEKNAPALISE BIITTOBIIHOCTI: Jikapceekuit 3acit KAPCHIT® tabnetku, BRpHTI 050510HKOW0, o 22.5 Mr X 80,
cepin Ne 2290121 supofneno, 3anaK0osaHD | NPOKOHTPOIBOBAHO BLANOBIAHO o pynMor GMP, peecTpatifinol

JOKYMEHTAILUT Ta HUEH3IT Ha BHPOGHMLITRO.

YnoeHoBaxeHa ocols

Jara sunmycka cepii: 09.02.2021 p.

Crop. 2012

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: #359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Codapma AL | yn. “Unuencko woce” 16 | 1220 Cotwus, Bbrrapun | Ten: +359 2 813 4200 | daxc: +#359 2 936 0286 | mail@sopharma.bg

sopharmagroup.com



Ropeca 02093, ». Kuis, sByn. BOpMCRinnCk¥a, i3

Ten./¢arc: (+38044)568-32-10 Hpmﬂuanhu31 22
(+38044)207-73-41 Biagnin xoHTPOMO sAKOOT
(+38044)207-73-04 Yrnopuopaxkena occfa 3 aArocTi
(+38044)207-73-27 YrnosHoBaxeHa occfa 5 fapMaroHarnany

CepTtudpikar cepii nikapcbKoro 3acody

1. HalimeHyBaHHA, cuna
Al/akTUBHICTEL, NikapckKa hopMa Ta

PO3MIp YNakoBKU (iAEHTUYHO TEKCTY Ha

ynakoBUi rotosol npogykuii):

2. Homep cepil roToBOT Nnpoaykuii:
3. KpaiHa-BMpoOHKUK:

4, HanMeHyBaHHS KpalHu |/ kpaiu
NpU3HavyeHHAa Ansa cepil:

5. Homep peecTpauiiHoro
NOCBIAMEHHS:

6. AaTa BupobSHUUTEA

7. laTa 3aKiHUEHHA TepMiHy
npuAaaTHocTi (Micaub i pik, nicna
axoro f13 He 3aCTOCORBYETHLCA):

8. Haana, agpeca Ta HOMepH

NiLEH3I BCIX AINAHOK BUPODBHUUTEA |
KOHTPONK AKOCTI:

9. CeprudbikaTu BianosigHocTi GMP
BCiX AINAKOK, 3a3Ha4YeHUX y n.8:

10. PeaynkTaTu adanisis:

11. KomeHTapi:

12. 3anBa npo cepTUdikauiro:

13. IM'a Ta npizBue YNOBHOBaXEHOT

ocobu, Aka 3aincHioe cepTudikauit
cepin

14. Mianuc YnoesHoBaxeHo! ocobu, sika

3ainchioe cepTudikauiro cepii:

15. Oara nignvcaHHA:

KOPBANON-JAPHWLIA®

1 MM NpenapaTy MICTUTL. eTUNoBOID emipy ansda-
BpomisoBanepiaHoBol kucnoTw, y NepepaxysadHi va 100 %
peuosuHy 20.0 mr, herobapbitany 18,26 mr. onil m'aTu
nepuesol 1,42 Mr, kpanni opankHi, po3ynH

no 40 Mn y gnakoHi, no 1 hnakoHy B nadui 3 MapKyBaHHsIM
YKPaIHCBHKOIO MOBOO

YV190121 Poamip cepil: 13288 ynak.

YipaiHa
Ykpaida

UA/14817/01/01

Civierns 2021
12.2022

ynaxosaHo 3 in bulk dipmu-srpobrnka TOB «Dapmximy

Yrpaina va MNpAT «®apmauesTndHa dipmac Japrnys »oa
agpecot: m Knis, syn. Bopucnineceka, 13; niuexsis AB N2
598086, npokoHTponeoBaHe Ha [MNpAT «DapmanesTudHa tipmag
HapHunua »3a agpecoto: m Kuie, syn. Bopucninscera, 13
CBIZOUTBO Npo atecTauyio nabopartopin BKA Ne 123; konrporis
AKOCTI 3a KoHTpakToM: nabopaTopia BKHA TOR «bapmximy 32
agpecoro: Cymceka obn. m.lWocTka, syn. LLepbakoea. 1;
CBIOUTBO Npo atecTauito nabopartopil Ne244

cepTudikar 035/2019/GMP

Haseaed B cepTudikaT aranizy (qoaarok 1)

3BepiraT™ 8 cpuriHansHiA YyNakoBLi Npyu TEMNEpaTyR! He Bri|e
25 "C. He aamopoxysaTu. 38epiratn y HeQoCTYnHOMY ANA AiTen
micyy

Ll niaTBERAXYIO, WO BCI BUPODHWYI CTaill AN Lie! cepl
roTOBOT NpOAYKUIT BynNu NpoBeLEH! B NOBHIN BIANOBIAHOCT: 3
BUMOramMu, BCTaHOBNEHUMM B YMHHOMY KepIisHuuTal no GMIE
sarsepakeHomy MIRICTERCTBOM OXCPROHY 30,0p0B'S YKpaiHn | 3
BUMOramMv peecTpaLliAHoro A40Che KPaiHKY MPU3HaveHHs




5 JonosrerHa 1 no CeprudpikaTy cepil

Ceprudpikar aHanizy Ne 19

HavtmeHyBaHHA NpoayKUIl: KOPBANON-OAPHWLIA®, kpanni opanedi, posqur, no 40 mMn y nakoni. no 1 dna<oHy 8
navdui 3 MapkyBaHHAM YKPATHCEKOK MCBOK

Homep cepil: YV190121 Posmip cepil: 13288 ynax

Homep peecTpauiiHoro UA/14817/01/01
NOCBIAYEHHA:

AHaniz s¥KoHaHUI 3a: MK N3 eig 02.01.2021 po peecTpauitnoro noceigyenHa NeUA4817/01/01

PesyneTarty aHaniay:

Ne n.  Ha#MeHYBaHHSA NOKaszHUKa Bumoru HopMaTUBHO! OOKYMeHTaUIT PeayneraTt aHanisy
1 Onuc BesbapsHa Npo3opa piavHa 3 XapakTepHUmM edipHUM 3anaxom Bignosigae
2 lpewTudikauin A SfkicHa peakuia i3 3aniza (I} xnopuay posunnom P1. Mae Binnosinae
3I'ABUTUCH YePBOHC-Oype 3a0apBneHHs
B YO-CAeKTP NOMUHAHHA BUNPOCOBYBAHHOTS PO3HMHY, Bianoeiaas

APUroTOBNEHOrO B po3AiN "KIfIbKICHE BU3HAYEHRHRA

DenoBapditan”, 8 o€nacTi 81 225 HM 10 275 HM NOBUHEH MaTH

MAKCUMYM NOMMWHAHHA 33 A08KUHY XBWUNI (24022) HM

C. Ha xpomaTorpamax BunpoBOoBYBaHOIr0 POZHMHY Ta PO3IYUMHY Bignoaiaae
NOPIBHAKHS YACH YTPUMYBAHKHSA NIKIB €ETWNOBOro edipy ansa-
BpOMIZOBANERIaHOBOT KUCNOTY Ta MEHTOMY BIANOBIAHO MaKITh

cnisnaaartyn

D Ha xpomarorpamax snnpoGoBYBAHOr0 PO3UMHY T POIHMHY Bianceinae
NOPIBHARHA, DAEDKEHUX B PO3AINI "ETaron", YacK yTpHMYBEHHRA

fliKy @TaHony MawoTe CRiBNaaaTu

3 pH 40-70 8.7
4 [ycruHa 0.924 - 0,929 ricm3 0,925 r/lcm3
5  TIOKE3HUK 33M0MAEHHA 1.3642 - 1,3658 1,3655
8 Eranon 0,444 - 0,491 rimn 0.458 rien
7 Bpomig-ion He Ginvwe 0,0008 rimn 0.0001 rin
&  OB'erm amicTy dhnakony OBb'en BMICTY KOKHOTO (PNakoHa Mae DyTw He MekWwe Bignosinae
HOMIHEbHOMO
g MikpobionoriuHa uucTtoTa BianogigHo Ao MKA N3 Bignosigae
10 KinbkicHe Bu3nadeHHs etunosoro 0,019 - 0,021 rfmn 0.020 r/mn
edipy anstha-
OpomizosanepiasoBol KNCNOTH
KinbxiCHE BU3HAYEHHRA 0.017 - 0,019 r/mn 0.018 rimn
chernobapbitany
11 Ynakoeka Bianesiako ac MKA N3 Bianosigae
12 Mapryeaks Bignosiano go MKA 13 Bianoeinas
[ara 3akiHuyeHHs TepMmiHy NnpuaaTHooTi: 12.2022 (no aate npoussoacTea in bulk)
36epiranHa: abepiraTu B OpuriHanbHii ynakosLi npu Temnepartypi He suwe 25 °C. He samopoxysatu, 30epiratn y
HEeAOCTYNHOMY ANR AITen micul
BucHoBoK: Binnosinae sumoram MKA N2 8ig 02.01 2021 AC peecTpauiitdoro nockifvesns NelUA/14817/01/01
Hata nignucanxa: 45 02 202 ( },fHaqaanMK BKA: - Miniedxo B.O.

y P . 8/
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? Appeca 02093, . Kuis, BYX. Boprcninkcexa, 13
;;“ra : Tex./®axc: (+38044) 568-32-10 NipyitMansH
%”‘ :@ @ @ ﬁ"g ig u ﬁ (+38044) 207-73~-41 Biggin KORTPOIO sxocTi 2 8 89 7
RN

G (+38044)207-73-—04 VrosHoBaxesa ocofa 3 HKOCTL
R

(+38044) 207-73~27 YnosHOBaxGHA ocoba B3 QapMaxoRaTIAIRY
1 CepTtudpikaTt cepil nikapcbLKOro 3acoby
1. HaitMeHyBaHHsl, cuna KOPBATIOJ-IAPHULIA® ‘
. niilakTUBHICTB, fiKapckKa (hopma Ta 1 M1 NpenapaTy MiCTUTb: eTUMOBOTO edipy am:d;a-
3 pO3Mip yNnakoBKu (iBeHTMYHO TEKCTY Ha 6pomi308anepiaHosoT KMcnoTH, y nepepaxysaxHi Ha 100 %
i ynakoBui roToBof npoayKuii): pevosuHy 20,0 mr, cheHoGapBiTany 18,26 wr, onii M'ATH
Z nepuesoi 1,42 mr, kpansnl opankHi, po3unH
& no 40 M y chnakoHi; no 1 cnakoHy B naytli 3 MapKyBaHHAM
ji yKpalHCHKOI0 MOBOIO
;Z 2. Homep cepii rotoBoi npoaykuii: YV200121 Poamip cepil: 13258 ynak.
§ 3. KpaiHa-BupobHuK: YkpaiHa
% 4, HailmeHyBaHH#A KpaiHu | kpaiH Ykpaina
%’ npu3HavueHHs Ana cepii:
5. Homep peecTpauiiHoro UA/14817/01/01
noceinYeHHs:
6. [lata BUpoGHULTBA Ciuenb 2021
7. [arta 3aKiHYeHHs TepMiHy 12.2022

npupaarHocTi (Micsub i pik, nicnA
qkoro JI3 He 3aCTOCOBYETLCA):

8. Ha3Ba, agpeca Ta HoMepu ynakosaHo 3 in bulk hipmu-BrpoGHuka TOB «dapmxivy,
niyeHsin Beix AINAHOK BUpoGHUUTBA i Ykpaina Ha MpAT «PapmaLieBTHHHa chipma [apHuuis »3a
KOHTPONK AKOCTI: appecoio: m Kuis, Byn. Bopucninkcbka, 13; niueH3is AB Ne

598086; NPOKOHTPONbOBAHO Ha MpAT «®apmaliesTudHa thipma«
NapHuUf »3a afpecoio: M Kuis, Byn. Bopucninecbka, 13;
cBipouTso npo aTtecTaliio nabopaTopiit BKA Ne 128; KOHTPONb
AKOCTi 33 KOHTpakToM: naGoparopia BKS TOB «®apmxiM» 3a
appecoto: Cymebka obr., m.lLlocTka, Byn. Uiepbakosa, 1;
cBinoLTEO Npo atecTauiio naBopaTopil Ne244

9. CeprudiixkaTi BIANOBIAHOCTI GMP cepTudikar 035/2019/GMP
BCiX AiNAHOK, 3a3Ha4YeHUX'y n.g:

10. PeaynbTaTu aHanisis: HaBepeHi B cepTudikari aHanisy (aoparok 1)

11. KomeHTapi: 36epiraTii B 0puriHanbHin ynakosLii npv TemrnepaTypi He BuLLe
25 °C. He 3amopoxyeaTtu. 36epiratn y HeoCTYNHOMY Ans nirel
micui

12. 3asira npo ceprudikauito: Linm nigTeepaxyto, Lo B BUpoBHUYi cTaail ans uiel cepii

roToBol npoAykuil Bynu nposeAeHi B MOBHIN BignoBigROCTI 3
BUMOramu, BCTaHOBNEHNMU B HUHHOMY KepiBHALTBI N0 GMP,
saTBepaxeHoMy MiHicTepcTBOM OXOPOHN apopos’s YkpaiHy, i 3
BUMOramm PeecTpaLlitHoro focke KpaiHu npu3HayeHHs

13. Iw's Ta npiaBuLle YNOBHOBAXEHOT CEFIA [JO3IBONEHA
ocoBu, AiKa 3aiicHIoe cepTudikauito A0 PEANISALIT
cepil: 3 'é e 20400
14. Mignvc YnoeHoBaxeHoi ocoby, Aka YnggHosaxcsa ocota
spiicHioe cepTudikaLiio cepii: Hazapetixo M.B
% .B.

15. [laTa nignucaHHA:

b a o by EY




HaiiMeHYBaHHRA npoaykuii:

Homep cepil:

Homep peecTpauiiHoro
NOCBIAYEHHA:

AHanis BUKOHaHuUM 3a:

PesyneraTy asanisy:

u.onoaﬂeualq @;@;:2@89 7

CepTudikaT aHarnisy Ne 20

KOPBANOA-OAPHULIA®, kpans opanbHi, Po3ymH, no 40 Mny cpnakoni; no 1 gnakoHy B
nayyi 3 MapKyBaHHAM YKPEIHCHKO MOBOIO

YV200121
UA/14817/01/01

Poamip cepiit 13258 ynak.

MKS N3 sig 02.01 2021 go peecTpauirHora nocaiguernst NeUA/ 4817/01/01

BuUMOrM HOPMATUBHOI nokymeHTauil PesyntTar aHanisy

Nen. HailiMeHyBaHHA NOKa3HWUKA
1 Onvc BeaBapena Npo3opa piauHa 3 xapakTepHum edipHiM 3anaxom Bignosiaae
2 IpenTudikauia A. SlkicHa peakuist i3 saniza (IIl) xnopuay posuuHom P1. Mae Bianosigae
2'aBUTMCA YepBoHO-Oype sabapBnerHs
B. Y®-cnexrp nornuHadHa BUNPOGOBYBaHHOTO PO3UNHY, Bignosigae
NPUroTOBNEHOTO B posgini "KinbkicHe BUSHAUYEHHR.
deHobBapbitan”, B o6nacTi 8ig 225 HM A0 275 HM NoBUHEH maTtu
MaEKCUMyM NOTIIMHAHHA 38 AOBKUHA xBuni (240£2) M
C. Ha xpomatorpamax BUNPOBOBYBAHOrO PO3UKHY Ta PO3UNHY Bignosiaae
OPIBHSIHHA YACH YTPUMYBaHHS nikis eTunosoro edipy anbta-
6pomiaosanepiaﬂoso'|‘ KMGrOTH T2 MEHTONY BIANOBIAHO MAIOTh
cnisnapatu
D. Ha xpomarorpamax BUNPOBOBYBAHOrO PO3UNHY Ta PO3HUHY Bignosinae
NOPIBHAHHA, OAEPKaHNX B pospini "Etaxon”, Yacu YTPUMYBaHHA
niky eTaHony MaioTs cniBnagaT
3 pH 40-7,0 6,7
4 [ycruna 0,924 - 0,929 rlcm3 0,925 ricm3
5  [loKaaHuk 3anoMaeHHsA 1,3642 - 1,3658 1,3654
6 ETtaHdon 0,444 - 0,491 r/mn 0,462 rimn
7  Bpomia-ioH He 6inbue 0,0008 rimn 0,0001 rimn
8  O06'em BMiCTY (hNaKoRy Oﬁ'qM BMICTY KOXHOTO (bnakoHa mMae ByTV He MeHwe Bignosinae
HOMIHanBHOro
g  MikpobionoriuHa uucToTa Bignosiaxo ao MKA 13 Bignosigae
10 KinbkKiche BU3Ha4YEHHA eTMNoBOro 0,019 - 0,021 r/mn 0,020 r/mn
edipy ansta-
GpomisoBanepiaHoBol KUCnoTv
KinbkicHe BUSHAYEHHS 0,017 - 0,019 r/'mn 0,018 rimn
cdenobapbirany
11 Ynaxoska BignosigHo Ao MKA J13 Bipnosigae
12 MapkysaHH| BignosigHo go MKs J13 Binnosinae

[ara 3akiHueHHR TepMiny npuaaTHocTi: 12.2022
36epiraTh B OPUNIHANBHIA ynakosLl npu TemnepaTypi He Butye 25 °C. He 3amopoxysaTtu. 36epiratn y
HeAOCTYNHOMY ANA AiTelt miculi

Bianosigae BuMoram MK®A N3 ein 02.01.2021 go peecTpauiHoro noceipuenns NeUA/1481 7/01/01

36epiradHa;

BUCHOBOK:

DaTa nignucanHa: /5O 2 ~__Z~Q_zi o

(no AaTe NpoX3BOACTBA in bulk)
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