AEPXKIIIKCITYXXBA
AEPIKABHA CIIYIKBA 3 JIIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KUIBCHKIH OBJIACTI |

npocnekt Banepis Jlo6anoseskoro, 51, M. Kuis, 03110, Ten/takc: (044) 2753030
E-mail: dls.ko@d]s.gov.ua,https://’www.dls.gov.ua, Kon €IPTIOV 37078774

BHUCHOBOK
Npo AKICTh BBE3EHOro B Yxpainy sgikapesioro 3acoby

05.10.2020 Ne 50880/20/10

ECCEHIUAJIE® ®OPTE H
(HaliMeHyBaHHS THKAPCHKOTO 3acofy 3rizHo 3 peecrpaiftuum HOCBiYEHHIM)
Kancyan no 300 mr Ne30 (10x3): no 10 Kancy.a y 6iicrepi; mo 3 6aicrepn Y KapToHmiit
Kopo6ui

(tbopma Brmycky, ZLO3YBARHA, BHA NAKYBAHHS NKAPCLKOTO 3acoly)

Homep peecrpauitinoro nocsixuenns UA/8682/01/01 CTpOK nii peectpauiitoro nocsiguenns 01.01.2099 .
Cepis mixapcskoro sacoGy Ne 0K9911 Kinekicts BBeseHoro nikapeskoro 3acoby 46967

Bupo6mux Eit. Harrepmans enn Caiti. I'm6X, Hivewauna

(HaiivenyRanus BUpOGHUKE AIKAPCLKOro 3ac06y, KpaiHa BOXOKEeHHS)

Breseno B Vipainy Tonapycmo 3 o0me:xeno10 BignoBinanLRicTIo "CAHO®I-ABEHTIC
YKPAIHA", inenr. xox: 35648623

(naliMenyBanss Ta Ko 3a CIPTIOY iopumrinoi ocobu abo npiseuime, iM's, 1o GaTexosi Giznynol
ocobu - nixnpuemus, i¥ Micne TIpOKUBAHHA Ta peectpauilinuii Homep oBnikopol KapTKH NITaTHHKA
nozxatkis abo cepis Ta Homep nacopra)

HpoTokon Bisyansrore xonrpomo iz 29.09.2020 Ne 3219/8.

3a pesyneraramu HACDIKABHOTO KOHTPOMIC ~BCTAaHOBJICHO, IO JiKapchkui 3aci6 BBeseHo B Vipainy 3
,E[OTpHMaHHH M BHMOT 3aKOHOJABCTEA oo 3abe3neyeHns skocTi NixapceKuX 3aco6is.
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Enh. HattepmaHH eng Cani F'm6X, Hime4yumnHa NEPEKNAL
Appeca: HattepmaHHanes 1, KenbH, HopapelH-BectdaneH, 50829, HimeuunHa
CepTtudikar cepii BUpo6HUKa:
Ceptudikar AakocTi
Bupanui: i 03.06.2020
HasBa npenaparty: EcceHuiane® ®opte H Cepis Ne: 0K9911
Popma BUNYCKY: Kancynu no 300 mr ———
Tvn Ta Bua Ne 30 (10x3): 10 kancyn y Gnictepi; 3 Gricrepuy ¢ naKé’BOK;’_ 46980
YMaKoBKM: KapTOHHIW ynakoBLi y )

Hitouwa pevoBuHa:

rac-a-Tokodpepon) —

“EcceHuianbHi hocdoninign”® =

EPL® - cy6cTaHuina (cocdoninign is coeBux
606iB ((3-sn-choccpaTuann)xoniu), siki mictaTte all-
300 mr

[aTta BUrOTOBNEHHSA:

19 kBiTHA 2020 p.

Creundikauis Ne Ta paTa:

CMC-CG-2008-01654-EN-7.0

MNpupaTtHuin po:

bepeseHb 2023 p.

HalmeHyBaHHsA nokasHukis/

Bumorn MKA (cneuudikauii)

Pe3ynbTatn BUNnpo6ysaHb

30BHILWHIA BUrMAA Kancynm

Henpo3sopa, gosracrta, TBepAa kancyna
KONbOPY XaKi

Henposopa, gosracra, TBep,qa
Karcyna Kosribopy xaki

30BHILLHIA BUrMAA BMICTY Kancynu

MacTtonopnibHa Maca, cxoxa Ha me[,

[NMacTonogibHa maca, cxoxa Ha

BM3HAYEHHS1 HANPUKIHLi TEPMiIHY NPUAATHOCTI

veq
CepepnHsa Maca Kancyn npu eunycky, Mr 451,4 — 524,6 (488,0) 489,3
CepeaHa maca BMICTY Kancynu
o eomvoy A 374,6 — 435,4 (405,0) 405.0
OpHopigHicTb BMICTY Kancynu >90% +7,5% . .

_____ EE U ounyciy yene 100% + 15,0% Sianosinae
Poanapaemictb, xB npotsarom 30 16
lneHTndikauis (BEPX)

3-sn-chocchaTugunxoniny Ta
3-sn-nizodoctharnannxoniHy MoanTtuBHa MosutmeHa
pu eunycky
KinekicHui Bmict (BEPX)
Poconinigis i3 coeBnx 606iB (CneumdivHniA KOHTpOnb cepii)*
[Npu eunycky, mMr 285 — 315 (300) 296
[pu sunycky, % 95 -105 99
Cyma 3-sn-cbocdaTtuaunxonidy (PC) ta 3-sn-nisocdoccatngmnxoniny (LPC), BupaxeHa y
Burnagi PC
Mo sunvek Tinbk1 9K BUXigHe 3HAYEeHHNA ana 232

[Tpomsi2om mepmiHy npudamHyocmi

90 — 105% Bif BUXiOHOrO 3HAYEHHSA

MikpobionoriuHa uncroTa

(EBp.®apm. 5.1.8 B; 2.6.31)**

BignoeigHicTe BUMoram

€sp.Papm. 5.1.8 B

MepioavyHuii Tect

* cyma 3-sn-ghocghamudunxoniHy ma 3-sn-nisogpocghamudurnxoniHy (supaxeHozo y euensdi 3-sn-ghocgpamudurnxoniHy), wo
gidnoegidae KinbKocmi CrpaexHb020 POCIUHHOZ0 npenapamy (chocgoninidu 3 coesux 606i8) 8 POCIIUHHOMY TTiKapCbKOMYy 3acobi.

** [ocnidxeHHs npo8odumbCsi nepioduyHo

CepTudikauiiHa sasea: Lium s nigTBepmpxyto, Wo HaBeaeHa iHpopmauis € 4ocToBipHOW i TouHow. Lo cepito npoaykuii 6yno
BMPOBIeHo, BKMHOYAOYM yNakoBKy / MapKyBaHHSl Ta KOHTPOSb SIKOCTi Ha BMLLe3raaaHin ainsHui (-ax) B I'IOBHIVI BignosigHocTi 3

BUMOramu GMP BCTAHOBNEHUMN MICLI,eBVIM PEerynaTopHMM OpraHoMm, a Takox Y BiANOBIAHOCTL
Ta aHanisiB 6ynv nepernsHyTi i BCTaHOBIEHO BignosigHicTe GMP.

Howmep BupobHunyoi niueHsii: DE_NW_04_MIA_2020 0002 sig 16.01.2020

cneu,wcbmau.mmw o

Mocapa Ta IM’a BignoBiganbHOT ocobu:

' NMignuc Ta paTa

(Mipnuc)

lpenapam sunyweHo onsa YkpaiHu. PeecmpauyiliHe nocgiddeHHs Ne UA/8682/01/01

Bepcis wabnoHy: 3 Big 09.03.2020



/1

Ei. HattepmaHH eng Cani TM6X, HimeuunHa MEPEKNAL

Appeca: HattepmanHanes 1, I-(em?_ﬂ,"HopnpeﬁH—Bech)aneH, 50829, HimeusuHa
CepTudikaT cepii BUpOBHUKa:

Ceptudhikar akocri

Bugaruin: | 03.03.2021

Hassa npenapary: EcceHuiane® ®opte H Cepis Ne: 1K1251
_dopma BUMYCKY: Kancynu no 300 mr Posmip capii
Twn Ta sug Ne 30 (10x3): 10 kancyn y 6nictepi; 3 6ricTepu y (ynaKr;E)soK)' 160 380
YNaKoBKY: KapTOHHIW ynakoBui )
[itoya peyosuHa: “EccenuiansHi dhocconinign’® =
EPL® - cyBcTaHuis (dhocdoninign i3 coesux ) .
. : ST : 2 Ha 2021 p.
606iB ((3-sn-chochaTuamn)xonin), ski micTsaTs all- flaTa suraToBneHHs ; Gipn P
3 rac-a-rokogrepon) — 300 mr )
Cneyndikauist Ne Ta gara: CMC-CG-2008-01654—-EN-7.0 MpuagatHuia no: . Fpynens 2023 p.
HaiMeHyBaHHsA nokasHukis/ Bumorn MKA (cneumdikauin) Pesynetat BUnpobysaHs
BOBHILLHIR BUNRA Kancymm Henposopa, posracra, TBEPAA Kancyna Henposopa, nosracra, T8EPAa
o KONbOPY Xaki Kancyna konibopy xaki
30BHILHIA BUAMMAA BMICTY Kancynu MacTonopi6Ha maca, cxoxa Ha meg ﬂacmnomém:\:;zca, cxoXa Ha
Cepepns maca kancyn fapu surnyeky, Mr 451,4 — 524,6 (488,0) 7 489;07 R
CepeaHs maca BMicTy kancynu ‘
AU eunycky, mr 374,6 — 435 4 (405,0) 406,1
OaHopigHicTs BMiCTY Kancynu 290% £ 7,5% : ‘
1pu sunycry 100% + 15,0% BicEyae
PosnanaemicTs, xs npotarom 30 15
laerTudikauis (BEPX)
3-sn-tbochaTuannxoniny Ta
3—sn~niao¢oc¢aTw,qwnxoniHy MosuTuBHa [MoanuTreHa
npu sunycky

KinekicHuid emict (BEPX)
V(Dongonini,qia i3 coeeux Bo6iB (cneuundiyxmii KoHTPOrb cepii)*
[lpu sunycky, mr . 285 — 315 (300) 299

. [Tpu sunycry, % 95-105 100
Cyma 3-sn-tpochatuaunxoniny (PC) Ta 3-sn-nisodocatnamunxoniny (LPC), BUpaxeHa y
Burnaai PC .
Flou e TinbkK sk BIXIAHE 3HaYeHHs Ans _ 233
Ol sUnycKy BUSHAYEHHA HanpyKiHui TepMIHY npraaTHocTi
.. FHpomsazom mepminy npudamuyocmi 90 - 105% BiA BUXiAHOTO 3HAYEHHS
MikpobionorivyHa unctoTa BianosigHicTb BUMOram . "
_{EBp.®apm. 5.1.8 B; 2.6.31)** E€ep.Papm. 5.1.8 B Mepioau-Hnii Tect

* cyma 3-sn-hochamudunixoniny ma 3-sn-misoghocchamudunxonity (aupaxeHozo y suensidi 3-sn-chocchamudunxoniny), uio
gidnoeidae Kinskocmi crpasKHE020 POCIUHHGE0 npenapamy (ghocgoninidu 3 coegux 606is) 8 pocriuHHomy fiKkapcskomy 3acobi.
** HocnidxerHs npoeodumscs nepioduyHo

Ceptudikauiiina sassa: Llum a NISTBEPAXYIO, LU0 HaBedeHa iHOpMAaLUia ¢ AOCTOBIPHOK | TouHow, Lo cepito npoaykuil Byno
BUPOOIEHO, BKNIOYAKYM ynaKkoBKy / MapKyBaHHA Ta KOHTPOMNL AKOCTI Ha BULE3ragaHii ginsHuy (-ax) B nosHii BianoBigHOCTI 3
BUMoram GMP, BCTEGHOBNEHWMUW MicLEBUM PErYNATOPHUM OpraHoM, a TakoX y BIANOBIAHOCTI . al_cneyndikauiamn go
PeecTpauiittoro MNocsigyeHHs, Wo MicTATbCS B peecTpaLiiHoMy gocke kpaiHu-iMnopTepa. Mpoteoria

Ta akanisie Oynu nepernaHyTi | BCTaHOBNEHO BianosiaHicTs GMP. LN

Homep supobHuyoi niueHsii: DE_NW_04_MIA_2020 0002 sig 16.01.2020

' Mocapa Ta Im's sianosigansHol 0co6H: | [okTop Berina Mmowmiua [Dr. Bettina

(Mignuc)

o A0 éﬂ VY 4

Mpenapam eunywero dna Yrpainu. Peecmpauiiive noceidueqrs Ne UA/8682/01/01 Bepcis wabnoHy: 3 sig 09.03.2020




HEPXKIIKCIIYKBA
JAEPKABHA CJIYKBA 3 JIIICAPCI)KI'/.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUIBCBKIii OBJIACTI

npocnexr Banepia Jlo6aroscekoro, 51, m. Kwuis, 03110, Ten/tarc: (044) 363-06-50
E-mail: dls.ko@d]s.gov.ua,https://www.dIs.gov.ua, Kon €JIPTIOY 37078774

BHUCHOBOK

Npo AKICTH BBe3eHOro B Ykpainy Jgikapcskoro 3acoly

31.03.2021 ‘ Ne 13764/21/10

ECCEHIIIAJIE® ®OPTE 11
(HatiMenynanus nikapcokoro 3acoBy 3riaHo 3 peecTpauiiinmm NOCBIAYEHHSM)
Tearreyan 0o 300 mr Ne30 (10x3): o 10 Kraneyn y 6aicrepi; mo 3 Gmicrepu y kapronmiit
Kopobui
(hopma sunycky, AQ3YBAHKA, BHA MAKYBals slikapchicoro 3acolby)

Homep peectpauiiinoro nocsinsenns UA/8682/01/ 01 erpox aif peecrpaniiinoro nocsimuensy 01.01.2099
Cepis nixapepkoro saco6y Ne 1K 1251 Kinekicts npesenoro nikapesxoro sacoby 34560

BrpoBunk Bi. Harrepmanm exn Caiii. I'mM6X, HiMeuyuna
(naknenypanng BHpoGHuKa JIKAPCHKOre 3acoby, kpaina [OXOUKEHHS)

Beeseno B Yipainy Tosapucrso 3 o6mexenorn BiAMOBiDaMLHiCTIO "CAHO®DI-ABEHTIC
YKPAIHA", inenr. xox: 35648623
(naiimenypauus Ta ko 3a CAPTIOY topuanunoi ocoGr abo npissuie, iM's, no Garexoni (pizusmor
ocobu - mianpuemus, Tt Micue TIPOIHBANHA T4 peECTpaLiiiHMIT HoMEp a6nikonoT KapTKH NIaTHMKa
nonarkie abo cepis ta HOMED nacnepra)

TpoToxon sisyansuoro xowrposnio pig 23.03.2021 »% 0822/4.

3a  pesymbratamn ACPIKABHOIO  KOHTPONIO BCTAHOBMEHO, IO nikapcekmi  3aci6  meseno Yipainy 3
AOTPUMAHHSAM sumor 3aKOHOMABCTRA MO0 3a6€3NeeH S TKOCT] NiKapchKHX 3acoBip.
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E#. HatrepmanH enp Casi 'm6X, HimeuunHa NEPEKNAL

Apnpeca: HatrepmanHanes 1, KenbH, Hopgpeitn-BectdaneH, 50829, Hiueqquu:;"

Cep'ruq:ll:a‘r cepii Bupoﬁl-lulta

d)opua BHI'IYGKY: I(ancynu no 300 mr ! F’oeulp oepii‘
Twun Ta Bug, . Ne 30 (10x3): 10 xancyn y Gnicrepi; 3 Onicrepu y (ynakoBok): 158 220
YNaKoBKu: _ KapToWHiynakoBui

Miloua peyosuna: = “EcceHuianbii pocdoninign™® =

. EPL® - cy6eranuin (doconinigm is coesnx

- 6o6iB ((3-sn-hocthaTuaun)xonix), ski micTaATs all-
| rac-a-troxodepon) — 300 mr

| CMC-CG-2008-01654-EN-7.0

Ilata BuroToBneHHA: 07 nunua 2021 p.

Crneumdikauia Ne ra gara:

. MpupaTtHWia po:

HalimeHyBaHHA NoKa3HMKiB/ Bumorn MKA (cneumdikauii)

| 3oBHiLUHIIA BUMMAA Kancynu Henpo pa, Aosracra, Tﬂep.qa

............................................... | KONbLOPY Xaki :
30BHILLHIA Burnap. BMICTY Kancynu MactonopnibHa maca, cxoxa Ha Me[ nammﬁ"i‘::;- RO B
peHs Maca Kancyn fpu eunycKy, Mr 451,4 — 524,6 (488,0) 486,8
“CepeaHsl Maca BMICTY Kancynm _
' npu eunycky, mr 374,(? llllllllll 435,4 (405,0) - 404,3
OaHopigHICTL BMICTY Kancynu >90% + 7,5% : :
npu eunycky 100% + 15,0% Rnoeinas
b
&sn«bocd)amnnxonmy Ta
3-sn-nisodrochatmpunxoniHy MoauTtueHa MoantueHa
oo SURUMRVERY i i d By ges oo

Cyma 3-sn-thocchatupunxonivy (PC) Ta 3-sn-nisocochammaunxonivy (LPC), BupaxeHa y
_surnaai PC

lNpu sunycky

* cyma 3-sn-gpocghamudunxoniHy ma 3-sn-nisoghocghamudunxonidy (eupaxerozo y euansdi 3-sn-ghocghamudunxonivy), wo
sidnoeidae KinbKOCMI CrpasxXHL020 POCTUHHO20 ripenapamy (chocghoniniou 3 coesux 6obie) 8 pOCNUHHOMY niKapchKOMy 3acobi.
** HocnidxeHHs nposodumbcs nepioduvHo

CeprudvikauiiiHa 3asBa: Lium 3atBepaiylo, Wo HaBefeHa iHopmauia € OocToBipHOW Ta TouHolo. Lo cepilo npogywii 6yno
BUrOTOBMEHO, BKMIOYHO NaKyBaHHA/MapKyBaHHA Ta KOHTPOMb AIKOCTI, HAa BULLE3asHauyeHiid BupobHuuin ainaHui (-AXx) y NOBHIA
BignosigHocTi Bumoram GMP, BuMoOram 3aTBeppKeHMM FOKaNbHUM perynATopHUM OpraHom, a Tak BignosigHocTi Ao
cneumdikauiiln o PeecTpauiilHoro nocBig4eHHs, WO MICTATbCA B peecTpauiiHOMYy [OCbE ki tampa. lNMporokonu
BUpOCHULTBA, NaKyBaHHA Ta AocnimkeHHA 6ynu nepemAHyTi Ta BignoeigawTs Bumoram GMP._ &

Homep BupoGHuyoi nivensil: DE_NW_04_MIA_2020 0002 sig 16.01.2020

lMpenapam sunywenHo Onsa YxpaiHu. Peecmpauiline noceidquernHs Ne UA/8682/01/01 Bepcm maG‘ntua sig 09.03.2020




JIEPXKJIIKCITY XKBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥V KHIBCBKIIA OBJIACTI

npocniekt Banepis JloGanosenkoro, 51, m. Kuie, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kox ENPIIOY 37078774

BUCHOBOK
NPO SAKICTH BBe3eHOro B Ykpainy Jikapcekoro 3acoly

01.10.2021 Ne 54813/21/10

ECCEHITIAJIE® ®OPTE H

(natimenysanus nikapeLKoro 3acoby 3rigHo 3 PeECTpauifinum noceinteimam)
kameymn o 300 mr; Ne 30 (10x3): o 10 kancya y Ogticrepi, o 3 Guicrepu y kapromsiii
KOpoOi

{(tbopma Bunycky, 103y Banys, BUA NAKYBaHHS nikapeskoro 3acoby)
Homep peectpauititoro nocsizuenns UA/8682/01/01 erpox nii peecrpauitinoro noceiguenns 01.01.2099
Cepisa nixapciioro 3acoty Ne 1K2131 Kinexicts pesenoro sikapeskoro sacody 71820

Bupo6uuK Eit. Harrepmany enn Caiil, I'm6X, HiMewauna

(afiMenypaniin BupoGHuKa NiKapcsKoro 3aco0y, Kpaiia oOXoKeHHA)

Beezeno B Ykpainy ToBapuereo 3 o6mesxenomno sixnoeixansuictio "CAHO®I-ABEHTIC
YKPAIHA", igenr. kon: 35648623

(naiivetysarns ta Koy 3a COPTIOY 1opuax4aHoT ocobu abo npissuie, iM'a, no Garekosi hizuynoi
ocobH - mianpuemi, it Micuc nporkHBaHHE Ta peecTpauiinuii Homep 06nicoBoT KapTKM raTHIKA
noaarkis abo cepis Ta nomep nacropra)

TIporokoea eisyannitoro konrpono eixn 23.09.2021 Ne 3334/3.

3a pesynpTaTaMi  JEPKABHOIO  KOHTPOJIO BCTAHOBACHO, 10 Jnikapcekui 3aci6 BBesemo B Vkpainy 3
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3 SANOFI
- MANUFACTURING BATCH CERTIFICATE
_— Certificate of Analysis Ne ]
___________________________________ issuedon: | 07.092021
Brand Name: - Essentiale®Forte N | Batch Ne 1K2131
Drug Form: Capsules 300 mg !
' Packaging type and | Ne 30 (10x3): 10 capsules in blister; 3 blisters in Batch Size (packs): | 158:220
.size:  acarton box
. | “Essential phospholipids”® =
Active ingredient / | EPL® - substance (phospholipids from soya- . .
Potency: . beans ((3-sn-phosphatidyl)choline) that contain Manufacturing Date: 07 Juty 2021
...... i all-rac-a-tocopherol) —300 mg SO,
Spemfcatlon Ne: | CMC-CG-2008-01654 —EN-7. 0 . Expiry Date: - June 2024
. Tests Specifications Tests Results
Appearance of a capsule kh aku opaque, oblong hard capsule Khaki, <:~;Je:;:r£:.;:as.u cIJé)iong hard
Appearance of filling mass of a capsule 'Héaéy-llke pasty mass _; Honey-like, pasty mass
| Average mass of capsules at release, mg  451,4 - 524,6 (488,0) 486.8
Average flllng mass of a capsule 374,6 — 435,4 (405,0) 404.3
>90% + 7,5% Conforms
100% = 15% |
within 30 13
Identification of (HPLC): N —
3-sn-phosphatidylcholine and |
3-sn-lysophosphatidylcholine at release | Positve | Positive
Assay of (HPLC):
Phospholipids from soya-beans (batch specific control)*: !
_______________________ At release, mg 285 — 315 (300) =f 293
................. Atrelease, % 95 - 105 98
Sum of 3-sn- phosphatldylcholme (PC) and 3-sn-lysophosphatidylcholine (LPC),
expressedasPC.
Atrelease Initial value for batch-specific control 232
Shelf-life limit . 90— 105% of the initial value R
Microbiological quality Complies to requirements of Eur. Pharm. Periodically tested
(Eur.Pharm. 5.1.8 B; 2.6.31)™ N —— 5.1.8B .

* sum of 3-sn-phosphatidylcholine and 3-sn- Iysophosphatrdylchorme (expressed in form of 3-sn-phosphatidylcholine)
corresponding to the amount of the genuine herbal preparation (phospholipids from soya-beans) in the herbal medicinal

product)
** Tested penodically.

registration dossier of the importing country. The batch processing, packaging and anal fsiss
found to be in compliance with GMP. '

Signature & date - :g(’:{* NN d_ Ce{wg,\

Product was released for Ukraine. Registration Certificate No UA/8682/01/01 Template version: 3 dated 09.03.2020



CAHO®I

CEPTU®IKAT AHAJIA3Y / CEPTU®IKAT CEPII [Tepeknan
Canogi-Asenric C. 3.0.0.
ByJI. JIlo6enbebka 52, 35-233 XKemys, [loabiia
Ten. +4817 8502500
Homep Bupo6Huyoi gispHumi: 167/0190/15
Homep nocunanusa EudraGMDP: 84226
HasBa npoaykry: Eccenniane® ®opre H
Homep cepii: MR177N Cwaa gii: 300 mr
GMID kop;: 263088 Kpaina: YkpaiHa
JlozoBaHa ¢popma: KarcyJau JlaTa BUIOTOBJICHHS: 01/06/2021
YnakoBka: 30x karicys y 6Jlictepax Aara SAKIHYCHEA . | TpaBenn 2024
TepMiHy NPUJATHOCTI:
Howmep PII: UA/8682/01/01
TECTHU CHEIUPIKALIT | PE3YJIbTATH
XapaKTepUCTUKH
30BHILIHIN BUT/IAJ KallCyau Henposapa, loBgacra, TeepAa Bianosizae
KaIlcyJia KoJbopy Xaki
30BHILIHIK BUTJISA, BMICTY Kallcyu [TacTomozi6bna Maca, cxoKa Ha MeJ, Bigmosinae
InenTudikanis (BEPX)
3-sn-<}).occ])aTM;mnxomHy ?a [losuTuBHA Bignogsinae
3-sn-sizodochaTUIUAXOIHY
3araJibHi TecTH
CepepHA Maca KarlcyJ1 451,4 - 524,6 mr (488,0 mr) 488,1 mr
CepenHs Maca BMICTy KaliCyJiu 374,6 - 435,4 mr (405,0 mr) 404,6 mr
O HOpIHICTE BMICTY Kalcyiu = 90% * 7,5% Bianosiznae
Aroput y Kancy 100% + 15,0% ATOBIA
Poznag nporsrom 30 XBUJIMH Bignosigae
Kinbkicauit BMicT (BEPX)
®ocooninizis i3 coerux 606iB (cnenudiuHui 285 - 315 mr (300 mr) 301 mr
KOHTPOJIb cepii)” 95-105% 100 %
e . e TinbKU sIK BUXi/iHe 3HaUeHHd A5
Gy, S SQBEGARIIIERE Gy (BIEH Ta 550 BU3HA4YeHHSA HaNPUKIHLI TEpMiHY 231 mr

gizopocharupmnxoniny (LPC, Bupaxena y surasazi PC)

NPUJATHOCTI

Mikpo6iosioriuna yucrora™
{(TecTyerbcs nepioguyHo)

3arasipHa KiJIbKiCTh aepOOHUX MiKpOOpraHi3MiB
(TAMC)B1T

He 6inpme 10000 KYO/r

He 3acTocoByeTbcs

3araJsibHa KiJIbKIiCTb APDK/KOBUX Ta IJIiICHABUX IPUBIB
(TYMCO)B1lr

He 6inpme 100 KYO/r

ﬁfaa

He 3aCTOCOBYETBCA

o,

Cri#iki g0 [4ii >koBYi rpaM-HeraTuBHi 6akTepiiB 1 1 He Gisbiue 100 KYO/f% «g‘&‘”ﬁﬁe %ﬁocorsyemca

Escherichiacolip1r Bigcytni /&5 | Hedadihcosyernen

SalmonellaB 25 BiacyTthi -?f & i‘zﬁie 3&@:1%%013%%&1
"{“

*

cyma

606iB) B pOCIMHHOMY JIiKapCbKOMY 3aC00i.
- Bignogigo no €ep.®apm. 5.1.8 B

3-sn-pochatuguixoniny Ta 3-sn-nizodocdaruguixoniny  (BH

docdarnniaxoniny), mwo BiAnoBizae KibKOCTI CpaBXHBOIO POCJMHHOrO Ipe 'ﬂ%*
“miﬂ' : -

i




CAHO®I
CEPTU®IKAT AHAJIA3Y / CEPTU®IKAT CEPII [Tepexnag

Canogi-Asenric C. 3.0.0.
ByJI. JIlo6enbebka 52, 35-233 XKemys, [loabiia
Ten. +48 17 850 2500

Homep Bupo6Huyoi gispHumi: 167/0190/15
Homep nocunanusa EudraGMDP: 84226

HasBa npoaykry: Eccenniane® ®opre H

Homep cepii: MR177N Cwaa gii: 300 mr

GMID kop;: 263088 Kpaina: YkpaiHa

JlozoBaHa ¢popma: KarcyJau JlaTa BUIOTOBJICHHS: 01/06/2021

Ynakogka: 30x kancyas y 6aicrepax dara 3 SESE . | Tpasenn 2024
TepMiHy NPUJATHOCTI:

Howmep PII: UA/8682/01/01

Iia cepia 6yJsa BupoGJieHa 3rigHO 70 BUMOTr moTouyHoro GMP i BignoBigae cnenuodikauiasm go PeectpauniiiHoro
MNOCBiJYEeHHSI.

PilmeHHs1 YHOBHOBaXkeHOI 0CO6H
CTraTyc BUCHOBKY: BunyuieHo
Jara BucHoBkKy (UTC + 1): 16.07.2021 14:30:03.00
YnoBHoBaXKeHa 0coba: A. Xmesib [A. Chmiel]

Ileii cepTudikaT aHani3zy 6YB eJIeKTPOHHO MiJMUCaHUH Bali/loBaHOI0 cucTeMolo LIMS

’,ifff’:w:'(‘ OBED o,

yf:,\ “_{@9&?&( 4, Q‘mﬁ
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AEPXKIIIKCIIYXBA
AEPIJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIiL OBJIACTI
npocnext Banepis JloGasoscwkoro, 51, M. KuiB, 03110, Ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,httgs://www.dis.gov.ua, Kon €TIPTIOY 37078774

BACHOBOK
Npo AKICTH BBE3EHOro B YKpainy JKapCLKOro 3acoGy

12.08.2021 Ne 43965/21/10

ECCEHIIAJIE® ®OPTE H
(nadiMenysauus nixapchkoro 3acoBy 3rimHo 3 peecrpanilinum NOCBiTYEHHAM)
xancyas no 300 mr; Ne 30 (10x3): mo 10 Kaxceyu y 6aicrepi, mo 3 6aicrepu y xaproumiii
Kopooui
((bopma Bumycky, no3ysanns, aun [aKyBaHHSA JiKapCEKoro 3acoby)

Homep peecrpanitittoro noceiggenns UA/8682/01/01 CTPOK Ail peecrpauiiinoro nocpigyenns 01.01.2099

Cepia nikapcskoro saco6y Ne MR177N KimbkicTs BBE3EHOrO NiKapchKOrO 33006y 163978

Bupo6uux Canodi-Azentic Cr. 3 0.0., TTonbma

(naliMeHyBaHus BHpOGHHKA TiKApCeKOro 3acofy, kpaina TIOXOJKEHHS)

Baeseno B Vxpaiy Tosapucreo 3 o6mexenoro piamorinansHicrio "CAHO®I-ABEHTIC
YKPAIHA", inenr. xox: 35648623

(HatiMeHyBaHHT TA KOX 32 CIIPTIOV ¥
0cobH - manpremus, i

opunrarof 0co6k abo npissuue, iM'g, 0 GarexoBi Qisuunoi
MiCLe [TPOXKMBAHHS TA PeeCTpauiMumit HOMep 0fIikoBOT KapTKU IraTHAKA
noaatkis abo cepis a Homep HAcHopTa)

Iporoxoun sizyansroro kontpomso sin 03.08.2021 Ne 2652/6.

;/"j’:’ |-\'\1\'T,\ LR .“\‘
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{ (pr‘cauéna ocb‘ﬁ‘a!o rauy JiepKaBHOTO KOH 0JI10) \'/(numnc) (inimiamy Ta npiseime)
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} ™ "MI_{ /f
M e e
'/,:’1‘7‘17!?’ w s / /‘/’;{'
S u (e




(Ha 6s1anky CaHodi)

Canogi-ABeHnric Cm. 3.0.0., [Tosibma
ByJI. JIlo6enbebka 52, 35-233 XKemys, [Toabiia

3AABA ITPO CEPTHU®IKAILLIIO
BMPOOGHUYii ineH3ii N¢ 167/0190/15

Hasga npenapary: Eccenniane ® ¢popre H
TBepAi Kancyu y éaictepax no 300 mr, 3 6aictepu no 10 Kancys B
Kopobui

AxTuBHi inrpegieaTu: “EcceHuianbHi ¢pocdoninigun”® = EPL® - cy6cTanuis (pocdoninigu i3
coeBUX 606iB ((3-sn-pochaTuaun)xonin), sxi mictaTs all-rac-a-Toxodepon)
(Peectpauiiine Ilocsiguenns Ne UA/8682/01/01)

GMID xop 263088

Cepis Ne: MR177N

JlaTa BUTOTOBJIEHHSI: 06.2021

IpugaTHMii g0: 05.2024

IIpu3HayeHH: Ykpaina

Ajapeca BUpOGHHKa: 1. BupOOGHHMITBO, KOHTPOJIb AKOCTI:

Eil. Harrepmans en Caiii I'm6X, Himeuunsa
HartepmanHanes 1, KeabH, Hopapetin-Bectdasnen, 50829, HimeuunHa
Howmep Bupo6uuyoi sineHzii: DE NW 04 MIA 2016 0026 Bin 19.08.2016 p.

2. TlepBuHHe Ta BTOpMHHE TAKyBaHHs, BUIYCK cepii:
Canodi-ABenric Cn. 3.0.0., [losibma
ByJ1. JIto6enbcbka 52, 35-233 ewys, [loabua
Homep Bupo6HHYOi sineHsii: 167/0190/15

“llum 3aTBepKy10, L0 HaBeleHa iHpopMallis € JOCTOBIpHOIO Ta TOYHOM. L[to cepito npoaykuii 6ysio
BUTOTOBJIEHO, BKJIIDYHO MAKyBaHHA/MapKyBaHHS Ta KOHTPOJIb IKOCTI, Ha BHI{e3a3HaYeHil BUPOOHUYIN
AL (-AX) y NOBHIi# BignoBigHocTi BUuMoram GMP, BuMoram 3aTBep/[?)KeHUM JIOKaJIbHUM
pPeryJSTOPHUM OpPraHOM, a TaKOX Y BiAmoBigHOCTI 1o cnienudikalii o PeecTpaniiiHoro nocsiguyeHHs,
1110 MiCTAAThCS B peECTpaLiiHOMY 10ChE KpaiHU-iMniopTepa. [IpoTokon BUpOOHULITBA, TaKyBaHHS Ta
ZlocJliJpkeHHS OyJIM neperyisiHyTi Ta BignosigaroTs BuMmoram GMP.”

KinpKicTh yIaKOBOK, 10 BU3HaHI BiANIOBiJHUMMU:
163 978 ynakoBOK

OB,

_ | N RN
[liaroroBseHo: Ensb6ieTa IBauko [Elzbieta Iwanko] JlaTta Buaui: f@ & 1€0m :
(migmuc) v
[lignucano: Auna Xmesnb [Anna Chmiel] (nmignuc) Jarta nignucy:

(YnoBHOBaxkeHa 0coba):

e

(Ha o¢inifiHoMy 6J/1aHKY IMiIIPUEMCTBA)



JEPXJIKCIIY)XBA
NEP)KABHA CJYXBA 3 JIKAPCHBKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

rpocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3CHOI0 B YKPAiHY JIiKAPCHKOI0 3ac00y
12.07.2022 Ne 26267/22/10
ECCEHIIAJIE® ®OPTE H

(HafiMeHyBaHHS JIKapChKOIro 3aco0y 3riIHO 3 PEECTPALiiHUM ITOCBITUEHHAM )
kancyuau mo 300 mr Ne 30 (10x3): mo 10 xancya y 6aicrepi, nmo 3 0JiicTep y KapTOHHIH
KOpoOui

(dopma BuITyCKY, J03yBaHHS, B/ AKYBaHHs JiKapChKOro 3acoly)
Howmep peectpaniiinoro nocsinuenns UA/8682/01/01 crpok aii peectpauiitnoro nocsimuenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne MR204Y KinbkicTs BBE3€HOTO JiKapcbkoro 3acoby 51840

Bupo6uuk Canodi-Agenric Cr. 3 0.0., [Tosbiia

(naliMeHyBaHHs BUPOOHMKA JIIKAPCHKOTO 3ac00y, KpaTHa MOXOMKEHH)

Beeseno B Ykpainy Tosapucrso 3 o0mesxeHolo Bitnositanbnictio "OIEJIA
XEJICKEA YKPAIHA", igenr. xox: 43726391

(nafimenyBauns Ta xox 3a €IPTIOVY ropuanusoi ocobu abo npizeuiile, im'st, o 6aTbKOBI
¢izngHOI ocobu - minnpuemis, if Micie NPOXKUBAHHA Ta peecTpaniiiHuil Homep 00IiKOBOT
KapTKH IIATHHKA TOAATKIB a00 cepist Ta HOMep Macrnopra)

Iporokon Bisyansnoro konrposo sin 11.07.2022 Ne 1654/7.

3a pesynpTaraMy JIEpXKaBHOTO KOHTPOJIO BCTAHOBJIEHO, INO JHKApChKWil 3acid BBe3eHO B YkpaiHy 3

JAOTPUMAHHSAM BuMOTr 3aKOHOIABCTBA 11010 3a0e311eYeHHs AKOCTI JIKapChKUX 3ac00iB.

% 3ybapena H. B.

{rianuc) (imiudan Ta npissiume)




(Ha 6s1anky CaHodi)

Canogi-ABeHnric Cm. 3.0.0., [Tosibma
ByJI. JIlo6enbebka 52, 35-233 XKemys, [Toabiia

3ASABA ITPO CEPTU®IKALIIO
3 JIilleH3i€0 Ha IPOAYKT 10
Jinensii Ha Bupo6uuTeo N2 167/0190/15

HasBa npenapary: Eccenniane ® popre H
karncysu o 300 mr, Ne 30 (10x3): no 10 kancy.a y 6sictepi, no 3 6aictepu
y KapTOHHIN KOpo61i

AxTuBHI iHrpeaienTu: “Eccenuianbhi ocdoninign”® = EPL® - cy6crannia (bochoninign i3
coeBUX 606iB ((3-sn-pochaTuaun)xosin), siki MicTaTs all-rac-a-Tokopepo)
(Peectpauiiine Iloceiguenns Ne UA/8682/01/01)

GMID koz 791649

Cepia Ne: MR204Y

JlaTa BUrOTOBJICHHS: 01.02.2022

XX XX XXXX

IlpuaaTHMii go: 01.2025

XX XXXX

IIpu3HayeHHst: Yxpaina

Ajapeca BUpOGHMKa: 1. BupoGHULTBO, KOHTPOJIb AKOCTI:

Eil. Harrepmans enp, Caiti I'm6X, Himeuuunna
HartepmanHanes 1, KeawsH, Hopapelin-Bectdanen, 50829, HimeuunHa

Howmep Bupo6uuyoi sinensii: DE NW 04 MIA 2021 0030 Bin 10.11.2021 p.
2. TlepBuHHe Ta BTOpMHHE IAaKyBaHHSs, BUITYCK cepii:

Canodi-Asenric Cn. 3.0.0., [losibmia
ByJ1. JIlo6enbcbka 52, 35-233 XKemys, [Toabua
Homep Bupo6Huyoi sinensii: 167/0190/15

“ LluM 3aTBepAXKy10, 110 HaBeJleHa iHpopMallid € 0CTOBIpHOIO Ta TOYHOM. L[t0 cepito npoaykuii 6yJsio
BUT'OTOBJIEHO, BKJIDYHO MAaKyBaHHS/MapKyBaHHS Ta KOHTPOJIb IKOCTI, Ha BUIle3a3HaYeHil BUPpOOHUYIHN
Ay (-9x) y noBHIi# BignoBigHocTi BUuMoraM GMP, BuMoram 3aTBep/»keHHM JIOKaJIbHUM
peryJIsTOpHUM OPraHOM, a TAKOXK Yy BianoBigHocTi o cnenudikanit 1o PeecTpauiliHoro nocpigueHHs,
110 MiCTAATHCS B peECTpPaLiiHOMY J0CbE KpaiHU-iMniopTepa. [IpoTokon BUpOOGHULITBA, TaKyBaHHS Ta
JlocJlipkeHHs 6y neperyisiHyTi Ta BignosigaroTs Bumoram GMP.”

KizibKicTh yIIaKOBOK, 110 BU3HAaHI BiANOBIJHUMM:
162 284 ynakoBKu

[ligrorosneHno: KMpoTtek Anresiika [Kmiotek Angelika]  /laTta Bugaui: 30.05.2022
(mianuc)
[lignucano: MoanHa H0pek [Joanna Jurek] JaTta mignucy: 30.05.2022

(YnoBHOBaxkeHa 0co6a):
(IITamn: YrioBHOBaXkeHa 0coba

/ mignuc /
Hoanna IOpex [Joanna Jurek])

(Ha o¢inifiHoMy 6J/1aHKY IMiIIPUEMCTBA)



CAHO®I

CEPTU®IKAT AHAJIA3Y / CEPTU®IKAT CEPII [Tepeknan
Canogi-Asenric C. 3.0.0.
ByJI. JIlo6enbebka 52, 35-233 XKemys, [Toabiia
Ten. +4817 85025 00
Homep Bupo6Huyoi gispHumi: 167/0190/15
Homep nocunanusa EudraGMDP: 84226
HasBa npoaykry: Eccenniane® ®opre H
Homep cepii: MR204Y Cwaa gii: 300 mr
GMID kop;: 791649 Kpaina: YkpaiHa
JlozoBaHa ¢popma: KamcyJau JlaTa BUT'OTOBJICHHS: 01/02/2022
YnakoBka: 30x karcys1 y 6Jictepax Aara SAKIHYCHEA .| Civenn 2025
TepMiHy NPUJATHOCTI:
YmoBuM 36epiranss: 36epiraTu y cyxoMy Micli npu Temnepatypi He Buie 21°C
Howmep PII: UA/8682/01/01 $
TECTHU CIHENUPIKALIT ‘ PE3YJbTATH
XapaKkTepuCTHKH
30BHIIIHINA BUIVIAJ KalCYyax Henposopd, Josracra, TB?pﬂa Bignoginae
KaIlCyJla KOJbOpy XaKi
30BHIIIHINA BUTJISIZ BMICTY KarlCyau [TacTomogi6Ha Maca, Cxoxka Ha MeJ, Binnosinae
InenTndikanis (BEPX)
3-Sn-€1)'OC<1)aTI/I,E(I/IJ1XO}11Hy a [losuTnsBHa Binnosinae
3-sn-nizodochaTuunxoniny
3araJibHi TecTu
CepenHs Maca Karcya 451,4 - 524,6 mr (488,0 mr) 488,4
Cepe/iHst Maca BMICTY KancyJu 374,6 - 435,4 mr (405,0 mr) 406,7
OfHOpiAHICTb BMICTY KallCyau 290% £ 7,5% Binnosinae
AHORE Y Kaiey 100% + 15,0% ATOBIA
Pozmag npoTtsroM 30 XBUIMH Bignosigae
Kisbkicunii Bmict (BEPX)
®ocooninizis i3 coerux 606iB (cneyudiyHUA 285 - 315 mr (300 mr) 306
KOHTPOJIb cepii)* 95 -105% 102
. TinbKH K BUXiAHe 3HAYEHHS JJIs
Cyma 3-sn-Gocparupunxoniny (PC) Ta 3-sn BU3HAYEHHSI HAIIPUKIHII TepMiHY 240

sizodocoaruguixoniny (LPC, BuparkeHna y surisizi PC)

NpUAATHOCTI

Mikpo6iosioriuaa yucrora™
(TecTyEThCA NepioguyHo)

3araJsibHa KiJIbKiCTh aepoOHUX MikpoopraHiaMiB
{TAMC)B1T

He 6isnbiie 10000 KYO/r

He 3aCTOCOBYETBCA

3arasibHa KiJIbKIiCTh APDKIKOBUX Ta IJIICHABUX TPUGIB
(TYMO)B1T

He 6inbmre 100 KYO/r

He 3acTocoByeThCs

CTi¥ki o Aii >)koBYi rpaM-HeraTyBHi 6akTepiiB1lr

He 6inbme 100 KYO/r

He 3acTocoBy€ETBHCH

Escherichiacolis1r

BiacyTHi

He 3aCTOCOBYETDBCA

Salmonellas 25r

BigcyTtHi

He 3aCTOCOBYETBCA

ES

cyMa 3-sn-pochatuauaxosiny Ta  3-sn-iizodochaTULUNXONIHY (BUpPaKEHOro Yy

BUIJIAZI  3-Sn-

docdaTugunxostiny), mo BiANOBIJAE KiJIBKOCTI COPaBXHBOI'O POCAMHHOro npenapaty (docdosimigu 3 cCOeBUX

6006iB) B pOCJIMHHOMY JIIKApCbKOMY 3aC0O01.
** — Bignosigo o €sp.Papm. 5.1.8 B



CAHO®I

CEPTU®IKAT AHAJIA3Y / CEPTU®IKAT CEPII [Tepeknan
Canogi-Asenric C. 3.0.0.
ByJI. JIlo6enbebka 52, 35-233 XKemys, [Toabiia
Ten. +4817 85025 00
Homep Bupo6Huyoi gispHumi: 167/0190/15
Homep nocunanusa EudraGMDP: 84226
HasBa npoaykry: Eccenniane® ®opre H
Homep cepii: MR204Y Cwaa gii: 300 mr
GMID kop;: 791649 Kpaina: YkpaiHa
JlozoBaHa ¢popma: KamcyJau JlaTa BUT'OTOBJICHHS: 01/02/2022
Ynakogka: 30x kancyas y 6aictepax Aawa saxlaeHun Civyens 2025

TepMiHy IPUAATHOCTI:

YmoBuM 36epiranss:

36epiraTu y cyxoMy Micli npu Temnepatypi He Buie 21°C

Homep PII:

UA/8682/01/01

|

HuM g nigTBep/pKylo, 1o BCi eTanu BUPOOGHUIITBA Liel cepil roToBOro mpojyKTy 6y/au NpoBefieHi y MOBHIH
BignoeigHocTi 1o BuMor GMP €C ta Bumor Peectpaniiinoro [locBiguennsa(-b) kpainu/kpaid npu3HadYeHHA.

PinieHHd YNNOBHOBaXkeHOI 0COOH

CTraTyc BUCHOBKY:

BunyiueHo

JaTa BUCHOBKY:

01.04.2022

YnoBHOBaxKeHa 0coba:

Hoanna IOpek [Joanna Jurek]

Mignuc YoBHOBaKeHOI 0CO6H

/ nignuc /

(ltamm: YrioBHOBaXkeHa ocoba

Moanna Opexk [Joanna Jurek])
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