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AEILLARD
Cepmudpivam cepii

PEHHI® 3 MEHTONOBUM CMAKOM ta6netkm 2x12 UA
MaTepian : 10057328 [aTa Bunycky 10.09.2020
Kpaina imnoptep . Ykpaina [lata supoBHuLTea : 30.07.2020

Tepmin npuaaTHocTi ; 07.2025

Poamip Ta Tun nakysamHs : 2 Bnictepu 3 12 xysanbHuMY TaGRETKaMNA
Peecrpauiiine ceigouTeo Neo : UA/7798/01/01
Bupobnuureo Ta nakyBaHHs : Denbdapm Maitapn, 33 syn. lHaacTpi, [ aliapn, ©paHuin

JliueHsist Ha BupoBHUyTEO N2 ;. M17/232 Bin 03.11.2017

Kpaika BupobHuk :  Ppanyis PeaynbTaTu aHaniay Biasai B cepTudirari aqanisy

Poamip cepii (ynakosim) : 21600
Arania Ne ; 21450415

Cuna gil/fakrmenicTb
Kanblito kapBoraty 880 mr/rabn.
MarHito kapGoHaTy aawworo 80 mriTabm.

Bmict MgO B cuposuHi 42,2 %
BumicT CaCO3 8 cuposuni © 100,0 %

KoHTpons akocTi ;
Henbdapm lNaitapg, 33 eyn. IHaacTpi, FTANAPL, Gparuin

A TUM camuM CTREpMNYIO, Lo BULLEIA3HAYEHS iHdopmauia focTosipHa | TouHa. [Jaxa cepis npogykty byna
BuUpatnexa, sKMoYaI0MK YNEKOBKY | KOHTDONb AKOCTI Ha 3azHaveHil AiNBHULT B NOBMIA BianosigHoCTi 3 BUMOramu
GMP micuesux PerynaTopHux opranis i BignoBifae perynaTopHuM BUMOram. MNpoTokonu supoBHuUyTEa cepil,
YNAKOBKY | KOHTDONIO AKOCTI NepernaHyTi Ta BignosigaioTs sumoram GMP.

10.09.2020
Moumen Alaa R

YNoBHOBaKEHa 00063




Cepmudbikam ananizy

N12630

Matepian Ne : 79126906UA

AHaniz Ne : 21450415

Hara sunycky : 10.09.2020

TecT Bumoru Pesynerar

Onuc Bianosigae Bignosinae
3anax Bignoeigae Bignosinae
Cepeanrs Maca 1,263~ 1,397 r 1,330
TeepgicTb <160 HeloToH 104 HoioToH
OgHopigHicTs Mack Bignosinae Bianosigae
[denmudbikauis axmusHux iHepedienmia :

KanbLii MosuTueHo MeauteHO
Marrii MeanTvieHo MosuTuBHO
KapboraTu MozuTueHO MozutusHo
KinskicHe auaHaqyeHHs :

Kanbuiio kapGoHar 646 - 714 mriTaén. 672 mr/radn.
Marsio kapBonar 76.0 — 84.0 mr/Tabn. 80,8 mriTabn.

KouTpons akocti _
Henbdapm Maitapa, 33 syn. IHaacTpi, FAMAPL, ®paHuis

HaHa cepia npoaxanisoaana Hawwmm eisainom KCHTROSI0 AKOCT! | Bignosinas sumoram cneuudikadii.

DELPHARM GAILLARD
PETIBON Xavier

MeHemxep Bigainy KOHTPOMO AKOCTI

nignuc




04071, m.Kuis, Bynuua Bepxiii Ban, BypuHok 4-B, ten. +38044 220
HOpuavuKa agpeca: 3300

08330, Kuiackka o6r., Bopucninscekui p-H, c. Aynapkis, Byr.

i i OCTI: :
Adpeca MiClia BrpoBamxeHHs gisnsHocTi HesanexwocT], 2/1

Hosein Ha Bunyck (peanisauirc) Ne58226/20/26

7, YnosHoeawena ocoba 3 skocti TOB «BAVEPS, NIATEEPKYIO, WO NiKapchii 3aciB:
HaimerysanHs npoaykyii: PEHHI® 3 MEHTONOBUM CMAKOM

Hepkasa-supoBHuk: dpanuis

Homep peecrpaviitioro nocsigueHHs s Yrpaini: UAI7798/01/01

Cuna piifakTueHicTs: kKansiito kapBorary: 680 mr/tabn., maruiio KapboHaty: 80 mr/Tabn.

Nikapceka chopma: TaBNeTkN XyBanbHi 3 MEHTONOBUM CMAKOM

Po3aMip Ta Tun nakyeaHHs: no 12 TabneToK y Bnictepi 3 nepdropauieto, no 2 BriicTepy 8 kapToKHiIl kopobui

Homep cepii: N1Z630

Posmip cepil: 21 600 ynakoBok

Aata supoBHuitea: 30.07.2020

[ara sakinverts Tepminy npupaTHocTi: 07.2025

Hara ceptucpikata sikocTi cepii nikapcskoro 3acoby, suaaHoro BUPOBHUKOM, YNOBHOBaMEHa 0coba \Koro
Hafae 403BiN Ha BUMYCK cepii nixapcbkoro 3acoby:;

Ne 21450415 Big 10.09.2020

Homep Ta gata BUCHOBKY NPC AKICTE BEE3EHIX nikapcekux 3acobis:

Ne 58226/20/26 sif 28.10.2020

HalmeHysarka, MicueaHaxopKeHHs Ta Homep nileHsit BupoGHKKE, YnoBHOBaMeHa ccaba SKoro Haaae f03Bin
Ha Bunyck cepii (3a HagsHocTi): flenbapm Maiapg, 33 By”n. IngacTpi, TAVAPT, ®panuis, M17/232
Ceprudikatn BignosinHocTi HanexHoi BUPOGHUYOT NpakTuku BupoBHMKa, yrnosHoBaXeHa ocoba AKkoro Haaae
[03BiN Ha BuAyCk cepii, abo HoMepu nocunaHb y Basi gaHux EudraGMP (3a HasBHoCTI):

KomeHTapi (3a HassHOGCTI):

3anBsa npo eunyck (peanisauii) cepii riixapchkoro sacoby:

Hoseonsio exazanuil nikapcuruil 3acié do peanizayii. }

MNpissuile, iHiLiann Ta nocaga/ssaHus 0cobw, sika Braana [ossin Ha/éwnyg@/epi'f: Hewepet O. M.
Mianuc ccobu, sika suaana go3sin Ha BUNYCK cepil: ,_ﬁ{/gg.fg/

Hara nignucanns foasony Ha sunyck (peanisauio); 29.1 0,202/9/

Supplement REGS-DE15-SUP-001081 Page 1 of 1
Version 5.0




HAEPIUIKCITYKBA
AEPIKABHA CJYIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJl. bepesnskiseska, 29, Kuin, 02098, Ten/drare: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https:/iwww.dls.gov.ua, Kog €APIIOY 37079055

BN CHOBOK
PO SIKICTL BBE3eHoro B Ykpainy aikapesKkoro 3acoly

28.10.2020 N 58226/20/26

PEHHI® 3 MEHTOJIOBUM CMAKOM

(naiismenysanHn nikapcsioro 3acoGy 3riaHo 3 peecTpaniiiiyuy nociueiig)
Tabaerkn Jysaanii, mo 12 raGuerok y Guticrepi 3 nepdopauicio; mo 2 Guicrepn 5 kaproumiii
Ropobui
{(IiO})M{} BHUYCKY, Lo3ysanils, nyia NAKYBAHHS fIiI(ﬂ})L‘hi(OI‘O IJEIC{)ﬁ}’)

Homep peectpauiiinoro nocsinuenns UA/7798/01/01 crpox it peccTpauiiinoro nocsinuens HEOOMEKEHHH
Cepis nikapeskore sacofy Ne N1Z.630 Kinbkicts saesenoro nixapesroro sacoby 21600

Bupobiii Henvdapwm Caitapy, Opanuist

(marseiryvaiis spoditir Nikapesroro wneoly, KpaiHa TTOXOMEH )
Breseno s Vipainy Tosapuerso 3 00MeREH010 BIATTOBLANLHICTIO "baitep", inenr. kon:
22911794
(naiimerysaing va koa 3a CAPTIOV HOPHAHTHGT 0co0H a0 npissiie, iar's, no Gatskopi (pizmnuncl
ocobut - nianpuess, W Micie NPOKRMBAHHS Ta peecTpaniiinng nomep obniconof KapTEH NMaTHHKa
HOAATKIB ad0 Cepis T HOMEP nacnopTa)

Hporoxos nisyaneviiore kewrposmo sin 28.10.2020 M 3356/2.

3a  pesyibTaramil AEPIKABHOrO KOHTPOJIO  BCTAHOBACHO, MG  Nikapcbkuil  3acid  ppeleHo B Yipairy 3
AOTPHMAHNSIM BUMOT 3aK0HOABCTEA W00 3ade3neuenns sKocTi Nikapeoxix 3acoGis,

Havanrpuuk
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Cepmucbikam cepii

N1Z640

PEHHI® 3 MEHTONOBUM CMAKOM Tabnertku 2x12 UA

Marepian : 10057328 Hata Bunycky : 09.09.2020
Kpaia imnoprep :  Ykpaina Lara supobruyrea : 31.07.2020

Tepmin npuaaTHocTi : 07.2025
Poamip Ta Tun nakyBaHns : 2 Gnictepu 3 12 xyBanbHUMYU TabneTkamu

Peccrpauiiive ceigoyreo Ne : UA/7798/01/01

BUpOGHUUTEO Ta nakyBaHHs : Henbdapm laitapa, 33 syn. Ingactpi, laitapa, ®paHyis
Niuensia vHa BUpoGHUYTBO No :  M17/232 Bin 03.11.2017

Kpaita BupoBHuk :  OpaHuis PeaynbTaTyu aHaniay : Bka3aHi B ceptudlarl aHanisy

Poamip cepii (ynakosiu) : 22656
AHania Ne : 21450428

Cuna pjilakrusnicTs :
Kanbuito kap6oxaty 680 mr/tabn.
MarHiio kapGoHaTy Baxkoro 80 mr/ra6n.

Bumict MgO B cuposuni : 42,2 %
Bwmict CaCO3 B cuposuni: 99,4 %

KoHTponb sikocTi .
Henbdapm laiiapg, 33 syn. IHaacTpi, FAMAP[, ®panuis

A TiM camum CTBEPAKYIO, WO BULle3asHaYeHa iHGopmMaLlis AocTosipHa | TouHa. [laHa cepis npogyxry 6yna
BUpobneHa, BKAOYaEiouu YNaKoBKY | KOHTPOMb IKOCTi Ha 3a3HaveHil Ainbhuui B NOBHIl BiANOBIAHOCTI 3 BUMOramMu
GMP wmicuesux PerynaTopHux opraHis i Bignosigae perynatopHum Bumoram. Mpotokonu BUpobHuiiTBa cepil,
YNakoBKY i KOHTPOMIO AKOCTI nepernaHyTi Ta BignosigaoTb BUMOram GMP.,

09.09.2020
Moumen Alaa nigmc

YrosHoBaxeHa ocoba




Cepmucdpixam ananisy

PEHHI® 3 MEHTONOBUM CMAKOM ta6netku 2x12 UA

N12640
Marepian Ne : 79126908UA

AHania Ne : 21450428
HaTa sunycky : 09.09.2020

Tecr Bumoru PesynkTar
Onuc Bignosigae Bignosigae
3anax Bignoeigae Bignosigae
CepenHs maca 1,263-1,397 r 1,327 r
Teepaictb <160 HeioToH 105 HeloToH
OpHopiaHicTs Macu Bianoeigae Bianosinae
[detimudbikauis akmusHu itzpedictmis *
Kanbuii MosuTtueHO MosutusHo
MarHiit NoautusHo MoautusHo
KapboHaTu MNosurueHo MosutusHo
Kinbxiche susHayeHHs :
Kanbeuito kap6oHat 646 - 714 mr/rabn. 663 Mmr/Tabn.
MarHito kapBGoHar 76.0 — 84.0 mrfrabn. 80,4 mrfrabn.

KonTporb sikocTi .
Aenvbdapm laitapa, 33 eyn. Ingacrpi, I AVAP[l, ®panyis

HaHa cepis npoaHanizosaHa Hawmm BiAAINOM KOHTPONIO AKOCTI | sianosiaae Bumoram cneyudikayl.

DELPHARM GAILLARD
PETIBON Xavier

MeHeaxep BipAiny KOHTpoOnio SKOCT

nidnuc




@ Batch Release Certificate

DELPHARM

GAILLARD
RENNIE Peppermint 145 TABL 2x12 UA 1600309
Material Number: 10057328 Date of Issue; 09-Sep-2020
Importing Country : Ukraine Manufacture Date:  31-Jul-2020
Expiry Date: Jul-2025
Package size / type : 2 blisters with 12 chewable tablets

Marketing Authorization Number : UA/7798/01/01

Manufacturing and Packaging by:
Delpharm Gaillard, Rue De L'industrie 33, Gaillard, FR - Authorization Number : n° M17/232 - 03.11.2017

Country of manufacturing: FRANCE

Certified Components
Analysis No : 21450428 Results of analysis :  See separate CoA

Batch quantity accepted (packing units) : 22656
Strength/Potency :

Calclum carbonate: 680 mg/tablet
Magnesium carbonate, heavy: 80 mg/tablet

MgO content of input material (%) : 422
CaCO3 content of input material (%) : 994

Quality Control by

Delpharm Gaillard, Rue de L'industrie 33, Gaillard, FR

I hereby certify that the above information is authentic and accurate. This Batch of product has been
fabricated/manufactured, including packaging and quality control in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

09-Sep-2020 |
MOUMEN Alaa F o

Qualified Person

This document has been produced electronically

Delpharm Gaillard 33, rue de lindustrie Tel. +33 -(0)4 56 66 00 50
74240 GAILLARD (FRANCE) Fax. +33 (0)4 56 66 00 51

.

mpage toft




DELPHARM

Certificate of Analysis

Material Number:  79126906UA
Analysis Number : 21450428

Date of issue: 08-Sep-2020

N1Z640

RENNIE 145 PP 1600309

Test Result Specification
Appearance Corresponds Corresponds

Odour Corresponds Corresponds
Average mass 1.327¢g 1263 - 1.397 g
Hardness 105 Newton max. 160 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds

ID Carbonate Positive Positive

ID Calcium Positive Positive

ID Magnesium Positive Positive

Calcium carbonate 663 mg / Tablet 646 - 714 mg / Tablet
Magnesium carbonate 80.4 mg / Tablet 76.0 - 84.0'mg / Tablet

Quality Control by

Delpharm Gaillard, Rue de L'industrie 33, Gaillard, FR

This batch was analysed by our Qualit

specifications.

DELPHARM GAILLARD

PETIBON Xavier

Quality Control Manager

Sa=

This document has been produced electronically

y Control Department and meets the registred

Delpharm Gaillard

33, rue de lindustrie
F-74240 Gaillard France

n &
Tel. +33-(0)4 56 66 00 5&W1 of 1

Fax +33-(0)4 56 66 00 51




04071, m.Kuis, Bynuus BepxHiit Ban, 6yauHok 4-B, Ten. +38044 220
lOpuanuHa appeca: 3300

08330, Kutecbka obin., BopUCninbCLKuii p-H, C. Dynapxis, syn.

Agpeca MicLs BNpoBamKkeHHs QiSNbHOCTI: HesanexHocri, 2/1

Ho3sin Ha Bunyck (peanisauito) Ne58817/20/26

A, YnosHosaxeHa ocoba 3 sikocTi TOB «BAVEPY, NiATBEPAKYIO, WO Nikapcbkuii 3aci6:
HaimeHyBsanHs npogykuil: PEHHI® 3 MEHTONOBUM CMAKOM

Hepxasa-supo6HuK: dpaHLjis

Homep peecrpauiiiHoro nocsigueHHs B Ykpatui: UA/7798/01/01

Cuna giilakTuBHiCcTb: kanbLjilo kapBoHary: 680 mr/rabn., MarHilo kapGoHaty: 80 mr/Tabn.

Nikapcbka hopma: TabneTku KyBanbHi 3 MEHTONOBUM CMaKom

Poamip Ta Tun nakyeaHHs: no 12 tabnetok y 6nicrepi 3 nepcopatieio, no 2 Gnicrepu B KapToHHiit Kopobui
Howmep cepii: N1Z2640

Poamip cepil: 22 656 ynakosok
[ara supobHuyTea: 31.07.2020

fara 3akiH4eHHs TepmiHy npuaaTHocTi: 07.2025

fara cepruchikata sikocti cepif nikapcbkoro 3acoBy, BugaHoro BUPOGHUKOM, ynosHoBaXeHa 0coba SKOro
Hajae no3sin Ha Bunyck cepil nikapcbkoro 3acoby;
Ne 21450428 sig 09.09.2020

Homep Ta aata BucHoBKy npo sikicTs BBE3CHNX nikapcekux 3acobie:
Ne 58817/20/26 sin 30.10.2020

HaiimeHysanhs, MiCUe3HaxoKeHHA Ta HOMep nilUeH3il BUpoBHIKa, ynosHoBaxeHa ocoba sikoro Hagae [oasin
Ha Bunyck cepil (3a HasBHOCTi): Henbcbapm laitapg, 33 eyn. IHaacTpi, TAVAP[, dpanyis, M17/232

CepTudbikaTin BignosigHocTi HanexHol BpoBHUYOT npakTukm BUpoBHUKa, YnosHoBaxeHa ocoba sKoro Hanae

4038in Ha BUNYCK cepii, abo Homepu nocunaHb y 6asi gaHux EudraGMP (3a HasBHoCTI):

KomeHTapi (3a HasBHoCTi):
3asBa npo eunyck (peanisayjiio) cepil nikapcbkoro 3acoby:
Ho3eonso exazanuis nikapcskui 3aci6 do peanizauyii.

Mpissuwe, iHiLianu Ta nocaga/seanks ocobu, sika Bugana ao3sin Ha Bunyek cepii: Kocreuskuii K. B.
Mignuc ocobu, ska BuAana fossin Ha Bunyck cepii:

L
Aara nignucanus gossony Ha BUnNyck (peanisayito): 02.11.2020 /07

Supplement REGS-DE15-SUP-001061 Page 1 of 1
Version 5.0




AEPXUNKCITYXXBA
AEPI)KABHA CJIYXFBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHUEBI

By BepesHsxincrka, 29, Kuis, 02098, Ten./Qaxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,httgs://www.dls.gov.ua, Kon €IPTIOY 37079055

BHCHOBOK
Hpo sAKiCTH BBe3eHOro B Ykpainy aikapcbkoro 3acoby

30.10.2020 Ne 58817/20/26

PEHHI® 3 MEHTOJIOBUM CMAKOM

(walimenysanus nikapceioro 3acoGy 3rinHo 3 peecrpauifinum HOCBiAYEHHAM)
TalJIeTKH JKyBaabLHi no 12 TaGrerox y Guicrepi 3 nepgopanicro, no 2 Guicrepu B KapToumiii
KopoGui

(popma Bumnycky, A03YBaHHA, BUX NAKYBaHH JikapchKoro 3aco0y)

Homep peectpauilinoro noceinuenns UA/7798/01/01 CTpoK Al peccpanifitoro nocsixuenns HeOGMeKERUIL

Cepis nixapcskoro saco6y Ne N1Z,640 Kinskicrs BBe3enoro ikapeskoro 3acoby 22656
Bupo6ruk _Hensdapm laitapy, Gpannis
(waiimenyBauna BupoGHuKa JiKapCEKOro 3acoby, kpaina HOXOMKEHHA)
Baeseno B Ypainy ToBapucrso 3 06MeskeHoI0 Bixnosizanenicrio "Batiep", inent. kon:
22911794

(natimenysanHs Ta kox 3a EIPTIOY 1opuayunol ocobh abo Tpi3BHIE, iM'A, 0 GaTbKOB] tisnunol
0cobH - minnpremus, if Micue NpoUBaHHS Ta peecTpauifinuii HOMED 061ikoBol kapTku nnaTmiKa
Tonatkis a6o cepis Ta Homep nacropra)

Ipotokon BisyansHoro koutposio sia 30.10.2020 Ne 3304/3.

3a  pesynbrataMH pmepxasHoro KOHTPOMO  BCTAHOBNEHO, MmO Jikapchkui 3aci6 Bpeseno p Ykpainy 3
AOTPUMA I' 3akOHONAaBCTBA 100 3a6e3neueH s aKocT] JNiKapCEKHX 3aco6iB.

Mukona XOJIOJIEHKO

(ininiamit Ta npissuie)

LrernudirauiBnns / ¥
e

xon 22911794




JEPKINKCITYXBA
AEPKABHA CIHYIKBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y ra. KHEBI

eyn. Bepesuakiscria, 29, Kuie, 62098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gev.ua,https:/vww.dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK

npo AKIiCTL BEE3CHOr0 B YRpainy Aikapenikoro 3acaby
17.08.2021

Ne 46951/21/26
PEHHI® 3 MEHTOJOBHM CMAKOM
(natsenysonus Aikapebkore sacoly 2rigke 3 peecTpanitinum noceigtentiad) )
TabaeTEM wysaaLHi no 12 Tabuerox y Gaicrepi 2 nepdopaniein, rio 2 GaicTepu B KapToHHIil
KopoOui
(thopya BuRYCKY, Ao3YBaHILT, BUA NAKYBRHNS Nikapeskore 3acoby)

Homep peectpaniiinoro nocsipuetms UAS7798/01/01 crpox aif peeetpauiiinoro nocsinenss HeobMesceruty
Cepin nikapcesroro sacoby Ne N2P237

KinpkicTs BBe3eHOro nikapenkoro aacofy 22848
BiipoGHuk Hennhapm latiapsa, Gpasilia
(naiimenynanis pupobivka nikapokKoro 2acofy, kpaiua moxouKetns)
Bseseno B Y kpaity

Topapuereo 2 ofmexenow signosigansuicrio "Bafiep”, inenrT, Ko
22911794

(uabimenynauns Ta xog 3a CAPIIOY wopunpuol ocely abe npisnwme, is's, no 6arsioni
isweaol ocobi - ninnpuesmus, ii Micke npowurauua Ta pecerpauitina noMep obaikonoi
KAPTKH IARTHKKE noxatkis abo cepia Ta Hemep nacnopra) i

Iporoxoa Bisyansnoro kosrpono sig 17.08.2021 X 2718/1.

3a pesyneTaTamMi  AepIKABHQBE RO

; CINeMe BCTAHOBREHO, W0 JNikapocokmil aaciG eRezeuc e Yipainy 3
AOTPHMAHIAM en tignaa“ d R
P ' Je o 2 9

%
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mo sa0esneuennn axocTl AikapesKix sacobis.
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; Muroma XOJOOEHKO

S5pak

(nignxc)

(iniuiam Ta npispinue)




PELFHERN

SalLLARD
Cepmucdbixam cepil
N2P237
PEHHI® 3 MEHTONOBWIV CHMAKOM TatneTim 2x12 UA
Martepian : 10057328 Dara sunyciy : 09.07.2021
Kpaina imnoptep :  Ykpaina Jara supoGrulTEa : 29.06.2021
Tepmin NpuAaTHOCTI : 06.2028

Pozmip Ta TUR NAKYBaHBa &

PeecTpauifine ceigouTso Mg :

2 BricTepy 3 12 xysansHIMY T2ONETKAMN
UAI7798101/04

BupoGHMUTEO Ta NaKyBaHng |
Niuenzia na enpotunursc Ne :

Aenbdrapm akapa, 33 eyn. Igactpi, MaRapg, $pauuin
M17/232 gig 03.11.2017

Kpaina supoBHuk . ®panuis

. Pesyntrari aHaniay : Bxazani 8 ceprudikati aHaniay

Poswmip cepil (ynakoein) : 22848

Auaniz Ne : 21471455

Cuna gilfakTMERICTS :
Kasnibuilo kapBonaty 680 mrfTabn.
Marrito kapBonaTy saxwxoro 80 mr/radn.

42,3 %
99,1 %

Bmict MgO B cuposuHi
Bwict CaCO3 & cuposuti

KouTpons akocTi
[enwdhapm Faitapa, 33 eyn. lugactpi, TAMAPL, ®patuis

-

S TuM camum CTEERMXYIO, WO BUesasHadeHa iHopmauia gocTosipua i Touna. Jana cepia npogywy Gyna
BUpPOBAEHa, BKAIOYAI0MY YNAKOBKY | KOHTRONB AKOCTI Ha 383HAYEHIN QINBHULI B NOBHIA BigNOoRIGHOCT @ BUMOramMn
GMP micueeux PerynaTopHux opraHie i Bignosigae perynaAToOpHuM BumMoram. ﬂnGTGI(QgM»_E!pr.uﬁthLTBa cepn
YNAKoBKK | KOHTPOSTIO AKOCT NepernsanyTi Ta BignosiazoTs Bumoram GMP. \m e o N
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YroeHosaxeHa ocoba




RELRHNARHM
QAILLARD
Cepmucdbikam aHanisy
PEHHI® 3 MEHTONOCBWIM CHMAKOM TabreTrn 2x12 UA
N2P237 '

MaTvepian Ne : 791268906UA

AHania Ne : 21471455

Jara sunycky ; 09.07.2021

Tect Bumeorn PezyRLTaTt

Ornuc Bipnoeigae Bignogigae
3anax Bignosigae Bignoeigae
CepegHa maca 1,283 -1,397r 1,330
TeepaicTs <180 Hetotou 108 HelotoH
OpropigHicTe MacH Bignoeigae Bignogigae
[Bermudhixauls akmusHux iHepedieHmia ;

Kanewii FlosuTneHo MosuTueHo
Marnif FloanTneHa TosnuTBHO
KapbonaTi FlosuTueHo MosnTueHe
KinibkicHe BU3HEYEHHS |

Kankuilo kaptonar 646 - 714 mrfraon. 674 mrfvadn.
Martie xapBoHaT 76.0 — 84.0 mrfrabn. 80,3 mrfrabn.

KouTpone AKCCTI .
- Oensthapm Manapa, 33 syn. Iugactpi, TAVAPL, $pauis

[axa cepis NpoaxanisceaHa HaluMM Binainom KoHTpomio AKOCT | Bignosigae sumaram cnetudikaui.

DELPHARM GAILLARD
Barlier Pascate .

Mexenxep Bigginy KOHTPOMIY AKOCTI

nignuc




04071, m. Kvis, synviun Bepxniit Ban, GyauHok: 4-5, Ten. +38044 220
HOpupnsana agpeca: 3300

N 08330, Kuiechka obn., Bopueninechkmi p-H, c. AlyAapkie, Byn.
Anpeca MICUA BAPOBAMLKEHHRA AIANBHOCT HeaanexHocTi, 2/1

Boagin Ha Bunyck (peanizauio) Ne46951/21/26

1, YnoeHoeaxeHa ocoba 3 akocTi TOB «BAVIEP», nigTeepaxyIo, Wp nikapceruit sacit:
HaimeHnysanns npogykyii: PEHHI® 3 MEHTONOBUM CMAKOM

Depwapa-enpoSHnk Ppanyisn

Homep peecTpauiiioro noceigyeHHs B Ypaidi:_UAT798/61/01

Cwuna pil/akTueHicTs: 680 Mr kaneuyitc kapboraTy 13 80 mMr marnin kapGoHaTy BaKoro

Nikapceka chopma: TabneTky xyeansHi

Posmip 72 TMn nakyeanxs: no 12 1abnetok v GnicTepi 3 nepdopauicto, no 2 Gniciepu B KapTOHHIA Kopobu

Howmep cepii: N2P237

Posmip cepii: 22 848 ynakoBok

Hara supobHrutea: 29.06.2021

[ara saxmdenda TepMiny npuaatHocti: 06.2028

[JaTta ceptudikata akocTi cepii fikapcbkoro sacoBy, supadoro supoGHmkom, ynosuoeaxena ocoba suoro
Hafae A038in Ha BUMYCK cepil nikapeokoro sacoby:

Ne 21471455 Big 09.07.2021

Homep Ta Aata BUCHOBKY PO AKICTE BEe3eHNX nikapcekunx 3acobis:

Ne 46951/21/26 Big 17.08.2021

HalimenyBaHHs, MICUE3HAXOMKeHHA Ta HoMep NileHsii BupobHuka, ynosHoBaxena ocoba AKoro Hagae Aoaein
Ha eanyck cepii (3a HassHocTi): Aenedapm Makapg, 33 eyn. lvaacTpi, I AVAPO, PpaHuia, M17/232
CepTudikaTy BIANOBIAHOCTI HANEXHOT BUPoBHUUOT NPaKTMKY BupoGHNKa, yNosHoBaXena ocoba AKOTo Hagae
A03BIN Ha BuNYCK cepii, abo Homepw nocunaHk ¥ Basi gaHnx EudraGMP (3a HaABHOCTI):

KomeHTapi (38 HAsBHOCTI):
3asea npo BrNYCK (peanizayilo) cepil nikapcbkore sacoby:

HAoszeonawe axazanuil nirapeneull 3acié do peanizauil,

Mpizenwye, iHiLiann Ta nocagalseants ccobu, Aka BUAANA AO3BIN Ha Bmp:ﬂ:x cepii;, MnoeHoramena ocoba 3
skocti TOB « BAAEP» Hewepet O. M.
ﬂIAﬂMC ocobu, Aka Bugana go2ein Ha Bwnyck cepil: /ﬂf/..'«f}t——“y &k

[laTa nignucanfla gossony Ha BnAYcK (peanizauiio): 18.08.2021 (/.

Supplement REGS-DE15-SUP-0010E1 Page 1 of 1
Version 5.0




JEPXKJIKCITY XXBA
JAEPKABHA CJY/KBA 3 JTIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

Byi. bepesnskisceka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog €JIPTIOY 37079055

BHUCHOBOK
Npo AKICTb BBE3eHOI0 B YKpaiHy JIiIKapcbKOro 3acody

05.12.2022 Ne 52666/22/26

PEHHI® 3 MEHTOJIOBUM CMAKOM
(naiiMenyBaHHa NikapchKOro 3aco0y 3rijIHO 3 peccTpailiiiHuM MocBiIueHHAM )
TadJeTKn KyBaJjbHi; no 12 rabdnerok y Gaicrepi 3 nepdopanicro; nmo 2 djicrepn B kapronniii
KopoOui
({;lﬂp;\{'d BHITYCKY, JO3YBAHHA, BH/L NAKYBAHHA .'liK‘dehKOTU '3'5]006}")

Homep peecrpauiiinoro nocpiguenns UA/7798/01/01 crpox aii peccrpaniiinoro noceinuenns HeOOMEKEHHH

Cepis nikapenkoro sacoty Ne NIK786 KinbkicTh BBe3€HOrO JliKapchkoro sacoby 64992
BupoGHuk Henbdapm ["aitapn, Ppanuis
(HaiiMenyBanHs BUPOOHHKA NIKAPCHKOTO 3ac00y, KpaiHa NOXOUKEHHS)
Beeseno B Ykpainy TopapucTBO 3 00MekeH010 BianoiiaabHicTio "Baiiep", inenr. kon:
22911794

(naiiMenyanna Ta kox 3a CJIPTIOY ropuanunoi ocobu abo npizeuile. iM'a, no 6arekosi dizuuanol
0codH - nianpuemis, i1 MiCLEe NPOKHBAHHA Ta peecTpauiiinnii HoMep 00NIKOBOT KAPTKH NJIATHUKA
nojaTkis abo cepis Ta HoMep nacnopTa)

3a  pe3yabTaTaMM  epKABHOTO KOHTPOIID BCTAHOBJEHO. 10 Jiikapchkui  3aci® BeezeHo B Ykpainy 3
AOTPHMAHHHAM BuMOI 3aKOHOJABCTBA 1O/10 3a0€3neueHHs AKOCTI Tikapehkux 3aco0is.

HavaneHuK Mukona XOJIOJAEHKO

(nocanoea ocoba opraHy JCpKaBHOTO KOHTPOIIIO) (miammc)

(initianm Ta npizsuiLe)

ML.IL.




Pye Jle Lraacrpie 33 Pasapymmseu: 20 102022
240 | pitaps syt o

Ppanne CTopitkg. £

Tez: +135000 36 64 50

aaillarcdimxlel pharn: com

Cepmucpixam cepir
PEHHIZ 3 MEHTONOBUM CMAKOM raGneTkm 2x12 UA1600309

capis N3KT86
MarepiansHuh wowen: 10087222
Kpaiva imnopTap: Vepai=z AT ovpctasgies: 5102022
Araniy Me: 15406 I Bprin PpHaaTHOCTL 1C.2027

Bupobhuurno Ta nakyeaHHs:
Fenehapm Fanapa, 32 oyr. IHascTpi rm—i.-‘-.F,ﬂ OpaHUin
NMigg=z51 v supoBHuuTE0 bz 17222 gig 03.11.2017

Poawip T3 Tun nawynanna; no 2 BhicTephn 2 12 FUCISEANLS ANA TCNE TR
FPeecrpauinse ceigoureo No: UMTTREG 101
Kpaita smpoBHui: THOHLIH

Poamip cepli (KinuxicTh ynakosox):  S4002
Pesynurar ananizy: HAae. okperni Ceoradisas a=anisy

CHna gilfasTuBeHICTS!
Karswio saptonar 280 mrmatn, Bmicy Mgl B cHpoBMHI {%), Ewicy CaC a2 cupasnn ()

4z1 an.o
Maruia €aaicma

[EE U mrfiafin

HoutpGona Faagii
Aeaucbapa Meiiapn, 33 ayn. ygasen, | AMAPH Toakyie

U= cepln npoasanizopada Diaairam Karioens Skoot: SUUNOBISEE 32 POECTROBRHYM e W rhi<ALYIS M
2810 2022

ENMDZELIN Esnilic ndnig

HeR Loc/manT CiopMOBEHO B SNCKTEORHONY BHI L HLI
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