HAEPACUIKCITY XBA
AEPIKABHA CIYXKFEA 3 JIIKAPCHBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHECBI

Byn1. Bepesusxisceia, 29, Kuis, 02098, Ten/dawe: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls kyiv@dis.gov.ua,https://www.dls.gov.ua, Kox CAPIIOY 37079055

BHCHOBOK
npo SIKICTHL BBE3eHOTo B YKpainy Jikapcbkoro 3acoby

03.12.2020 Ne 67011/20/26 :

PEHHI® 3 AITEJCHHOBHUM CMAKOM
{naliMenyBaERA MiKapeokoro 3aceby 3riano 3 peectpaliiiuum nocsinyeHHAM)
TabseTiu JyBaubail; no 12 tabaerox y GricTepi 3 mepdopaniero; uo 2 Giicrepn B KapToHHIl
Kopobui
{dropma panycry, Xo3yBaHH, BHL MTAKYBAHHS J{KADCHKOTO 2ac0By)

Howmep peectpaniitsoro nocsinuenns UA/7799/01/01 crpox aif peectpamiitioro mocsizuenns HeoBGMEKeHHE
Cepis nikapeskoro 3acoby Ne N2A634 Kinskicts Bec3eHoro nikapebkoro 3acofy 23616

BupoGHHK Henwshapm aitapn, Opaunis
(HafimeryBanHs BupoGHIKa NikapchKOTo 3acoby, Kpatna noxomeHHs)

Breseno B Vipainy Topapucreo 3 o6mexenoro Bignopigansuicrio "Haitep", inenr. xon:

22911794
(nafmenysanns ta koj 3a €JAPTIOY wopuanyHoi ocob abo npissuiue, inM's, no Gatekoni dizuumo]

ocobu - nianpuemus, 1 Micue npolctBatHs Ta peecTpariiiuil HoMep 06NiKODOY KAPTXRY NATHKKA
noaatkis abo cepia Ta HoMep nacnopra)

Mporoxoa sisyansuoro woutpomo sig 03.12.2020 Ne 3794/2.

3a pesynpTaTamy  AEPA@BIIOTG KOHTPONIO BCTAHOBNEHO, WIO Jikapchkuid 3acil Bpeseno B  YkpaiHy 3
JMOTPUMAHIAM suMOr 3aX0HOABCTRA 10710 3a(e3neTenHa AKOCTI MiKapChkHx 3acobis,

7 / d
/' /7" Jiomamna CTOPOXKEHKO
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DELFEHARM

QAlLLARD
Cepmucpikam cepil
PEHHI® 3 ATIENTBCUHHOBWM CMAKOM Tadnerku Ne24
cepin Ne N2A634
MaTepian: 80779276 [Hara sunycky: 21.09.2020
Kpaina imnopTep: YkpaiHa [ata BupobHnuTEA: 08.08.2020
Tepmin npugaTtHOCTI: 08.2023
Poamip Ta Tun nakysaHHs: Mo 2 Gnictepwn 3 12 TabneTkamu
Peectpayifine ceigoyTeo Ne: UA/7799/01/01
Bupobruk: Oenwcbapm Mafapg, 33 syn. IHaacTpi, Makapa, $paxuis

NileHsin Ha pupoBHvuTeo No: M 17/232 sig 03.11.2017

Kpaina BupoOHuk:  dpaHuis
Anxaniz Ne ; 21450948 PesynbTarn ananiay: Biazani B CepTudikati AHanisy

Poamip cepil (ynakoakn). 23616

Cuna aiifakTuBHICTL:
Kansuiro kapBoxaty 680 mriTabn.
MarHio kapboHaTy Baxxoro 80 mr/ratn.

Bmict MgO B cuposuHi: 42,2 %

Bmict CaCO3 B cuposunri: 89,5 %

KoHTponb sikocTi ;
Nenethapm aliapa, 33 syn. IHgactpi, TAMAPL, $paHuin

A TiM caMAM CTBEPMXYIO, L0 BULLe3asHavera indopmauis 4ocToBIpHa | TOYHa,

[Oana cepis npoayxTy Gyna supobneHa, BKNKOYAKYY YNaKkoBKY | KOHTPONL AKOCTI Ha 3a3HaqeHin gineHWUl B NOBHIR
signosigHocTi 3 sumoramn GMP micuerux PerynaTopHuX opraHie i BiGNOBiAaE perynaTopHumM BumMoram.
Mpotokonu BMpoBHULTBE Cepli, yNAaKOBKY | KOHTPORIO AKOCTI NEpernAHYTI Ta BignosigaeTs Bumoram GMP,

21.09.2020
Dienabou Sow nidnue
YnopHoBaxeHa ocoba
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GELRPHARM
GAILLAKD

Cepmuchikam aHanisy

cepin Ne N2ABG34
PEHHI® 3 ANENLCUHOBWM CMAKOM

Marepian: 79124799

Arania Ne: 21450948

[arta Bunycky: 21.09.2020

TecT Cneuundpikauin PeaynsTtat
Cnuc Bianosigae Bianosigae
CepepgHs maca 1,286 -1,422r 1,354
Teepaictb 80 — 120 HbloToH 93 HbloToH
OpHopigHicTe macu Bignosigas Bignoeigae
1deHmuchikayis akmueHux HzpedieHmis

Kanbuin MNo3uTuBHO Mo3anTUBHO
MarHii [Mo3auTneHO Mo3uTHBHO
KapBoHatu MNosuTUBHO MoanTuBHO

KinbKicHe auaHayeHHA

Kansbuito kapboxar

646 ~ 714 mr/Tabn.

668 mritabn.

Maruito kapBoxat

76.0 — 84.0 mriTadbn.

81.6 mr/ratn.

KoHTporib sKocTi

[enbchapm Maitapa, 33 eyn. IHgacTpi, TAMAPL, ®paruia

[laxa cepis npoaranisosaHa HaLWUM BIAAINOM KOHTpOro AkocT | Bignosigae sumMoram cneuudikadyii.

OENBL®APM FANAPL

PETIBON Xavier

MeHegep BIARINY KOHTPOSIO AKOCTI

nignuc




04071, M.Kuis, Bynvyn Bepxii Ban, ByavHoxk 4-B, Ten. +38044 220
1Opuanyra agpeca: 3300

08330, Kuieckka ofn., Bopuchinsceiuit p-H, c. Qygapkis, Byn.

: A |
Aapeca MicLA BRPOBaMXEHHR AiANLHOCTI HEasreaEioeT, 24

Oo3gin Ha Bunyck (peanizauito) N267011/20/26

A, YnosHosaxeHa ocofa 3 akocti TOB «BAVEPY, nigTeepmKyo, Lo Nikapcbuii 3acit:
HaitmeHyBanHs npogykuii: PEHHI® 3 AMENBCUHOBUM CMAKOM

Oepi@sa-supobHuk: Ppaxuia

Homep peecTpauifiHoro nocsigyerxs 8 Ykpaidi UA/7799/01/01

Cuna piifaxTueHicTs: 680 Mr kankuito kapGoHaTty Ta 80 Mr markilo kapboHaTy BaXKoro

Nikapckka dopma; TaBreTkv XyBanGH

Poamip Ta Tun nakyeauHs: no 12 tabnetok y Gnictepi 3 nepdropalielo, no 2 BnicTepn B KAapTOHHIR kopobui

Homep cepii: N2AB34

Po3amip cepii: 23 616 ynakoBOK

fata supo6Huyrea: 08.09.2020

[laTa 3akiHyeHHs TepMiHy npuaatHocTi: 09.2023

[ata cepTudnikata sxocTi cepil nikapcbkoro 3acoby, BUAAHOTO spoBHWKoM, yroBHoRaxeHa ocola sKoro
HaAAE [O3BIN HA BUNYCK cepii nikapcbkero aacody:
Ne 21450948 sig 21.09.2020

Homep Ta AaTa BUCHOBKY PO AKICTH BBE3EHMX NiKapChkvx 3acobiB:
Ne 67011/20/26 sig 03.12.2020

HalimeHyBaHHs, MiCUE3Hax0AXeHHs T& HoMep niveHsii BUpobHYKa, ynoBHopaxeHa ocofa aKoro Hajae 4o38iN
Ha sunyck cepli (3a HassHocTi): Qenscapm Makaps, 33 syn. InpacTpi, TAVAPL, ®panuin, M17/232

CeprudikaTyt BigNOBIAHOCTI HaNeXHOI BUPODHMYAT NpaKTMKM1 BupoBHUKa, ynoBHoBaweHa ocoba AKaro Hadae
038N Ha Buoyek cepii, a6o Homepu nocunats y 6asi AaHux EudraGMP {3a HasBHOCTI):

KomenTapi (aa HasBHoOCTI).
3asiBa npo BUNyck (peanisauito) cepii nikapcbroro sacaby:
[Nozeonsio exasaHuil nikapcbkuil 3aci6 do peanizayil.

Mpiseuwe, iHiLiany Ta nocagalasaxHs ocoby, fka BUOana A03sin Ha sumyck cepii: Kocteusxuii K. B.
Mignuc ocoby, ska BMaana SO3RIN Ha BUNYCK Cepii: f
[ata nianucakHs gosscny Ha sunyck (peanisauito): 03.12.2020 L /

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




JAEPXIIIKCITYXXBA
AEPKABHA CJYIKBA 3 JIKAPCBKHX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By Bepesuskinceka, 29, Kuis, 02098, Ten./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: ds kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €J[PTIOV 37079055

BHUCHOBOK
HPO SIKiCTH BBE3EHOro B YKpainy JiikapchbKoro 3aco0y

03.12.2020 Ne 67020/20/26

PEHHI® 3 AIIEJJTbCHHOBHM CMAKOM

(nafiMenyBanHa nikapcekoro 3aco6y srigHo 3 peecTpauifinm NOCBiCHHAM)
Tabu1eTKM JKyBanbHi; mo 12 TaGaerok y 6aicrepi 3 nepgopaniero; mo 2 Guicrepu B KapToHHIlH
Kopoomi

(dopma BHIyCcKY, A03yBAHHS, BUA NAKYBAHHA NiKAPCHKOTO 3acoby)

Homep peectpauititioro nocsizuenns UA/7799/01/01 crpox aii peectpauiitioro nocsinuerts HeobMeKe Uik

Cepis nikapcskoro 3aco6y Ne N2A637 Kinskicts BBe3eHoro nikapcskoro sacofy 22656
Bupo6Huk Henndapm Iattapn, Opannis
(naitmenyBatis BiupoGHuKa Jikapcskoro 3acoby, kpaita HOXOJUKEHHA)
Bae3eno B Vkpainy TobapucrBo 3 06Me:keHOI0 BiaMOBiKANLHICTIO "Baitep", inenr. kox:
22911794

(naltMeHyBanus Ta ko 3a €JIPIIOY 1opunuoi 0cobu abo npissAwe, iM'A, 110 GATLKOBL Gisuunol
ocobu - nianpreMus, if Micue NPoKUBAHHS Ta peecTpauitauil Homep o6nikoBol KapTH TIATHYEKA
noaarkis abo cepis Ta Homep macnopra)

Iporoxon Bisyanshoro xourpoaso sin 03.12.2020 N 3794/7.

3a pesynbrataMu JEpKABHONO KOHTPONIO BCTAHOBJICHO, IO mikapcokuit  3aci6 BBeseno B Vipaiwy 3
AOTPHMAHHSAM BUMOT 3aKOHOAARCTBA OO 3a6E3MCUSHH TKOCTI HiKapehKUX 3ac06iB,

/ ///Jhomnna CTOPOXEHKO
W J (iniuiany Ta npissuige)




BDELPHARM

GAILLARD
Cepmudpikam cepir
PEHHI® 3 ANENbCUHOBUM CMAKOM Ta6bnetku Ne24
cepin Ne N2A637
Marepian: 80779276 Oara sunycky: 21.09.2020
KpaiHa imnoprep: YkpaiHa Oara eupobHuuTea: 09.09.2020
TepmiH npuaaTHoCTi: 09.2023
Po3mip Ta TMM nakysaHHS: Mo 2 6nictepu 3 12 TabneTkamu
PeecrpaLliitHe ceigoutao Ne: UA/7799/01/01
Bupo6Huk: Henecapm Maitapg, 33 eyn. IHgacrpi, Manapa, PpaHuis

Niuensis Ha BupobHuUTBO Ne: M 17/232 Big 03.11.2017

KpaiHa BupobHuk:  PpaHulis
Axarnis Ne : 21451114 Pesynstaty aHaniay: Bra3aHi B CeprudpikaTi AHanisy

Poswmip cepil (ynakosku): 22656

Cuna piilakTuBHICTDb:
Kanbuito kapGoHaTy 680 mr/rabn.
MarHito kap6oHary saxkkoro 80 mr/rabn.

Bmict MgO B cupoBsuHI: 42,2 %
Bmict CaCO3 B cuposuHi; 99, 5 %

KoHTporsib AKOCTi .
Henbdapm lMaiiaps, 33 syn. Inaactpi, FTAUAPL, $paHuis

A TiM camum cTBEpAKYIO, LLO BULLie3asHa4eHa iHopMaLlin A0CTOBIpHA | TOYHa.

DaHa cepis npoaykry 6yna supobneHa, BiutioHaoyu yriakoBKy i KOHTPONL AKOCTI HAa 3a3xadeHii AinbHULYi B NOBHIMR
signosigHocTi 3 BuMoramu GMP micueeux PerynaTopHux opraHis i Bignosigae perynaropHumM BuMoram.
MpoTokonu BupobHULTBA Ccepil, YNAKOBKHM | KOHTROMIO AKOCTI NEpernsHyTi Ta BignoeigaoTs BuMoram GMP.

21.09.2020
Dienabou Sow nidnuc
YnosHosaxeHa ocoba
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DELPHARM
GAILLARD

Cepmudpikam aHanisy

cepis Ne N2A637
PEHHI® 3 ANENbCMHOBUM CMAKOM

Marepian: 79124799
AHania Ne: 21451114
[ara sunycky: 21.09.2020
Tect Cneumchikauin PesynbTar
Onuc Binnosinae Bignoeigae
CepepgHna maca 1,286 - 1,422r 1,353
TeepgicTs 80 — 120 HeloToH 98 HuloToH
OpHopigHicTb Macu Bignoeinae Bignosigae
I8enmucixauis akmueHux iHepedieHmie
Kansuin MoautnsHo MoautveHo
MarHin MosutueHo MosutueHo
KapGBoHaTtu Mo3utusHo MosutueHO
KinbkicHe 8u3HayeHHs
Kansuito kapBoHxar 646 - 714 mriTabn. 669 mriTabn,
MarHito kapGoHar 76.0 — 84.0 mr/rabn, 78.6 mritabn.

KoHTponb AKocTi .
Hdenscapm Maitapa, 33 Byn. IHaactpi, TAVAPL, dpaHuis

[aHa cepis npoaHanisoeaHa Hawwm BiAAINOM KOHTPONIO AKOCTI | BiANOBIAAE BUMOram cneyudikauii.

AENbOAPM FARAPL
PETIBON Xavier

MeHemxep BiaAiny KOHTPOSIO AKOCTI

nidnuc




04071, m.Kuis, Bynuus BepxHiil Ban, GyanHok 4-B, Ten. +38044 220
lOpuandHa appeca:; 3300

08330, Kuiscbka obn., Bopucrinbebkuit p-H, ¢. [lyaapkis, syn.

Agnpeca micusa BNpoBagKeHHs AisNbHOCTI: HesanexHocT, 211

Hossin Ha Bunyck (peanisauiro) Ne67020/20/26

A, YnosHoBaxeHa ocoba 3 sikocTi TOB «EANEPy, nigTeepAXYto, WO Nikapcbkuli-3acit:
HaiimeryBanHs npoaykyii: PEHHI® 3 ANENBCUHOBUAM CMAKOM

Hepxasa-Bupo6GHuk: Opaxuis

Homep peecTtpaliiiHoro nocsigueHHs B Ykpaiwi: UA/7799/01/01

Cuna pgii/aktueHicTs: 680 Mr kanbuito kapGoHaty Ta 80 Mr MarHio kapBoHaTy BaXKoro

Nikapcbka dhopma: TabneTku XysarnbHi

Po3mip Ta Tun nakysaHHs: no 12 rabnerok y 6nicTepi 3 nepgopadieio, no 2 BnicTepu B KAPTOHHIN KOpo6Ui

Homep cepii: N2A637

Poamip cepil: 22 656 ynakosok
Oata supoBHuyTea: 09.09.2020

[lata 3akiHyeHHs1 TepMiHy npuaaTHocTi: 09.2023

Hata ceptudikara skocTi cepii nikapcbkoro sacoBy, BuAaHOro BUpoGHUKOM, ynoBHOBaxeHa ocoBa sKoro
Hafjae [03Bin Ha Bunyck cepii nikapcskoro sacoby:
Ne 21451114 Big 21.09.2020

Homep Ta fata BUCHOBKY NpO AKICTb BBE3EHUX NiKAPCLKUX 3aCOBIB:
Ne 67020/20/26 Big 03.12.2020

HaiimeHyBaHHs, MicLie3HaxoMKeHH: Ta HoMep NileHsil BUpOGHMKa, yNoBHOBaXeEHa 0coba SKOro Hagae Ao3Bin
Ha Bunyck cepii (3a HasisHocTi): fenschapm lMaiapa, 33 syn. Ingacrpi, FAAP], ®paHuis, M17/232

CepTudikatn BiANOBIAHOCTI HanexHoT BUPOBHUYOT NpakTUKN BUPOGHUKA, ynosHosaxeHa ocoba sikoro Hapae
4038in Ha Bunyck cepil, 860 Homepyn nocunak y 6asi gaHux EudraGMP (3a HasiBHOCTI):

KomMeHTapi (3a HassHocTi):

3asBa npo Bunyck (peanisauiio) cepil nikapcbkoro 3acoby:

Hozeonsnro exasanutl nikapcekui 3acl6 do peanizayir.

Mpiseuwe, iHiuianu Ta nocaga/asaHHs ocobw, sika Buaana A03sin Ha BuRYygK cepil: Kocteubkuit K. B.
Nianuc ocobu, sika BuAana A03BIN Ha BUNYCK cepi:

Aata nignucaHns fossony Ha Bunyck (peanisatliio): 03.12.2020 7, V/J
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Batch Release Certificate

DELPHARM

QAILLARD
RENNIE OR (566) TABL 24 UA 1600323
Material Number: 80779276 Date of Issue: 21-Sep-2020
Importing Country : UKRAINE Manufacture Date: 09-Sep-2020
Expiry Date: Sep-2023
Package size / type : 2 blisters with 12 tablets

Marketing Authorization Number : UA/TT99/01/01

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 : 21451114 Results of analysis :  See separate CoA

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

Calcium carbonate; 680 mg/tablet
Magnesium carbonate heavy: 80 mg/tablet

MgO content of input material (%) : 42.2
CaCO3 content of input material (%) : 9.5

Quality Control by

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

1 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

21-Sep-2020 : _
Dienabou SOW d

Qualified Person

This document has been produced electronically

Delpharm Gaillard 33, rue de l'industrie Tel. +33 -(0)4 56 66 00.50

74240 GAILLARD (FRANCE) Fax. +33 -(0)4 56 66 00 51
page 1 of 1




seuenann  Certificate of Analysis

N2A637

Material Number: 79124799 RENNIE ORANGE (566) 1600323
Analysis Number : 21451114

Date of issue: 21-Sep-2020

Test Resuit Specification
Appearance Corresponds Corresponds

Average mass 1.363 ¢ 1.286 - 1.422 g
Hardness 98 Newton 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Cotresponds

ID Carbonate Positive Positive

ID Calcium Positive Positive

ID Magnesium Positive Positive

Calcium carbonate 669 mg / Tablet 646 - 714 mg / Tablet
Magnesium carbonate 78.6 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 Quality Control Department and meets the registred

specifications.
DELPHARM GAILLARD
PETIBON Xavier

Quality Control Manager

This document has been produced electronically

Delpharm Gaillard 33, rue de l'industrie
F-74240 Gaillard France

Tel. +33-(0)4 56 66 00 50
Fax +33-(0)4 56 66 00.51

Page 1 of 1




JEPAJIIKCITY XBA
HEPKABHA CJIIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH y m. KHEBI

BY:1. Bepesmakipcrka, 29, Kuip, 02098, Ten. (044) 295-26-85 Tem. {044} 295-26-82
E-mail: dls kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3€HOTO B Y KPaIHY JIKapchbKoOro 3acody

31.05.2022 Ne 20857/22/26

PEHHI® 3 ATIEJIBCITHOBHM CMAKONM

{EHaliMeHyBaHHA TIKAPCHKOIO 3ac00Y 3rLTHO 3 PEeCTPALHIM IOCELTICHHAM)
Tab;IeTKH KyBaIbHi; o 12 Tad.aeTok y OJicTepi 3 mepgopanicio; no 2 diricTepu B KAapTOHHIH
Kopobmi

{opMa BHOYCKY, NOSYBAHHSA, BUA NAKYBAHHA TIKAPCHEOTO 3¢ 00Y)

Homep peecTpaniittoro nocsixgenra UA/7799/01/01 crpoxk uii peectpauiiinoro noceiruerns 01.01.2099

Cepia mkapceroro zacofy Ne N3C637 KinbkicTs BBezeHOro aikapesxoro sacoby 22650
BupoSHik Henstapm Iaitapn, @pannia
{HalMeHYBAHHA BUPOOHHKA IKADCBEOTO 3000y, KpAlHa MOXOMKEHHA)
BgeeseHo B YEpainy TopapHucTBO 3 00MeXKeHOK BifnmoRiaaasHicTIo "haiiep", inent. xom:
22911794

{HaitvenyBarmHa Ta koI 3a €PIIOY ropunmunol ocobH abo mpiseume, iM'A, D0 HATEEOB] hisHTHOL
0CcoBH - MiTopueMI, ii Miclle IPOXHBAHESA T4 PLec TPAITIIHME HoMep OOTIKOROI KAPTKH ILTATHHEA
[OTATEIE 200 Cepif Ta HOMEP NACIOPTA)

IIpOTOKOM Bi3yalbHOTC KOHTPOIIO Big Ne .

3a pe3ymbTATAMII I€[WKABHOIO KOHIPOMEO BCTAHOBIGHO, Mo JIiKapepkilll 3acid BBezeHo B VEpalHy 3

JOTPHMAHHHAM BIMOT 33KOHOMABCTEA WIONO 3a0e3MIeYeHHS AKOCTI JIKapChKIX 3aco0is.

HauanbHUK Muxona XOJIOJEHKO

(nocanosa ocoba opragy IepkABHOTO KOHTPOIK) (mizmuc) (imimiany Ta Opizsmme)

MLIT.



Pye Ie Innacrpie 33 Posgpykosano; 19.04.2022
74240 T'aitapa Homep punasms: |
DpaHLia Cropiaka: 1/2
Ten: +33-{034 56 66 00 50
BELPHARM gaillardi@delpharm.com
GAILELAND

Cepmuchikam cepii

PEHHI® 3 ANENBCMHOBUM CMAKOM TabneTtkn N224

cepin N3C637
MarepianeHwi Homep: 80779276
Kpaiha imnoprep: Yupalda Oata eupobHuurea: 31.03.2022
AHania Ne: 7 866 Tepmin npuaaTHoCTi: 03.2025

BupoGHUUTEO Ta NakyBaHHA: )
Oensdapm Madapn, 33 Byn. Ingactpi, FAVIAPH, $panuia
JiyeHaist Ha aupoBHuuTBo Ne: M17/232 Big 03.11.2017

Posmip T2 TUN NakyBaHHA: no 2 Gnicrepy s 12 KkyeanvHUMKY TaONeTRaMIE
Peccrpadiiide ceigoyrso Ne: LASTTG1101
Kpaiia BUpODHMK: ®panyis

Posmip cepil (kKinbkicTe yrnakonok}): 22 656
PesynkTar aHaniay: [Due. okpemuil CeprudikaTr aHanisy

Cuna giifakruBHicTe:

Kanbtiiio kapboHaT: 680 mr/rabn. Bmict MgO B cuporuni (%) Buicr CaCQCa B cupobuHi (%):
41.8 89.2

Marnio kapboHar

BANKKWA: 80 mr/Tabn.

KoHtponb stocTi y
Henedapm Caiapa, 33 ayn, Iuaactpi, TAMAP, ®paniia

H TUM camnm CTEEPIMKYID, 10 BiLLle3asHaveHa iHdopmallisa focroipHa | ToyHa,

JaHa cepin npoaykty Gyna empofineHa, BIAIOMAOMM YNaKOBKY | KeHTposmb sikoct] Ha aaadaveniit pinbHuui B noshib
pianosigHocT! 3 BUMoramu GMP MicLeBkx PerynsTopHix opraHis i 8iANosifae perynaropHuM BHMOram.

MpoToxony BupoBHULTEA cepif, YNAKOBKW | KOHTPOMIO AXOCTI NepernsHyTI T4 RiANOBIAAKTL sKMoram GMP.

19.04,2022
ENDERLIN Emilie nidnue

YroBHoBaXaHa ocoba

Llef AokyMEHT CChOPMOBAHC B €NEKTPOHHOMY BUrNAL




®pannin
Tem +33

BELFHARM
CERIANE §

Pye Je Inmactpie 33
74246 Faitapn

-(0)4 56 66 00 50

gaillard@delpharm.com

Cepmudbikam aHanizy

cepiss N3C367

Pozppyxonanc: 19.04.2022
Homep supanns; 1
Cropiuka: 2/2

PEHHI® 3 ANMENCUHOBUM CMAKOM taGnetkn Ne24

MarepiansHui Homep:  B0779278
Aranis Ne: 7 BGG
TecT Cneundpixaiin PesynnTar

Onune: I(plemoao-ﬁmi KBagpaTui TaEujeTKM i3 )
YBICHYTUMIN NOBEPXHAMU, 3 BiTUCKOM Bignoeipae
“RENNIE" Ha 0Box cropoHax tabnetku

3anax 3 3anaxom anenLcuHY Bianoeinae

CepeaHa Maca 1,286 —1,422r¢ 1.387r

TeepaicTt 80 - 120 HuioToH 106 HuiomoH

OnHopigHicTb Macu i:;ﬂl;;uﬂ:i?cn A0 BUMOT €BponelichKin Bignosinas

lnenTHIKALIA AXTUBHUX IHrpedieHTIB

Kansuii MNoaumieHo Floantueno

Marilia MoauTiupHo MoautuaHO

KapBoHat [o3UTURHO MosuTBHO

KinbKicHe BUaIHAYEHHA

Kanbuit xapbonar

B46 - 714 mrfrabn

674 mr/rabn.

Marniro kapBoHar

76.0 — 84,0 mrirabn,

81.0 mritabn.

Kontponb akocTi

[ennchapm Faiiapa, 33 yn. lupactpi, FAMAPL, ®paduis

HaHa cepis npoaHanisobpaHa HalUMM Bigainom kouTpomio AkocT | Bianosigae BuMaram cneuudikauli.

Lleé pokymeHT chopMoBaka B enexTpoHHOMY BUrnsLl
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