JEPXUIKCIIYIKBA
JEPMKABHA COVYIKBA 3 IIKAPCHLKHUX 3ACOBIB
TA KOHTPOMIO 3A HAPKOTHKAMM y m. KMEBI

nya1. Bepesnsxisenia, 29, Kuis, 02098, ten /hakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahitps://iwww.dls.gov.ua, Kon €IPTIOY 37079055

BHCHIOBOK
PO AKICTH BBE3EHOTo B YKPaiHy JKapesbKroro 3acody
02.10,2020 Ne 52190/20/26
PEHHI® BE3 ITVKPY

(naiiseny BAINA Aikapebkoro 3acofy 3TN0 3 peecTpaitiiivuy nockidcHnmM)
TAGIETIH IKYBAJBHI 3 M'ATHHM eMakom; Mo 12 Tabnerox y Guicrepi, no 2 6aicrepu B
KAPTOHHII Kopo61xi

{fpopnia BHNYCKY, AO3YBAHNA, BHI NAKYBaHHA HikapChEOTO 3ac00Y)

Homep peccrpauiiinoro nocsiauenns UA/6025/01/01 crpox aii peecipauiiinoro nocsipenns 31.01.2022

Cepin nikapepkoro 3acofy Ne N1X397 Kinskicts BBesenoro nikapebkoro sacoby 29376
BupolOuik Jenndapu attapn, @panuis
{naiiMcmysasis BHPOOHITKS AiKAPCLKOro 3ac00y, Kpaina NOXOIKEHH)
Baesero 5 Ykpailiy Tonapucrso 3 06MeIKeHO0I0 BIANOBIAANBHICTIO "Baiiep', inent. xoa:
22911794

(1afimerynanus ta xo/ 32 CAPIIOY ropuusunol ocobi ago upissulie, in's, no Garsiosi
{r3mHoi 0cobu - niaNpHeMuE, Ti Mice HPONHUDANHS Ta PEECTPaIliRKUA HoMep obnikonol
KapTKW NuaTHMia MoAaTkis afo cepist Ta HOMEP racopTa)

pororon eizyasuroro kosrrposo pix 02.10.2020 Ne 2961/2.

3a pe3yneTATAMH  AeDNKABHOI0 KOHTPOMO BCTANOBACHO, IO nikapcokuil 3aci peeseno B Yipainy 3
ACTPUM AHHAM BUMOr 3aKOHOAABCTRA WOA0 sabe3nedeHHs SKOCTI JIKapCLIX 3acobis.
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Muxona XOJIOJEHKO

(mcnmn’_ﬂl ocoba oprallyjmpuszizmoqi) KQHTPONIO) (nianuc) (inittiann Ta npizsie)
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BELPHARM

aYLELARD
Cepmudgbixam ananizy
cepist N1X397
PEHHI® BE3 LIYKPY 3 m'aTHUM cmakom
Marepian: GCSS85330
AHanis Ne: 21445638
Hata sunycky: 17.08.2020
Tect Bumoru MK#A PeaynwTar

QOnuce Bini i3 kpemosuM sigTiHKOM KB2APATHI TAGNETKM i3 BBIFHYTMMK

rioBepxkamy, 3 BigTnckom “RENNIE" va oBox cTopoHax Bianosigae

TabneTky Ta 3 3anaxom M'aTi
CepegHs maca 1,193 ~1318r 1,256
OnropigHicTs Mack Y signosigrocTi Ao BUMOr E8poneickiin Papmakona] Bignosinae
Teeppicte 80 — 125 HeioToH 103 HeicToH
lgeHTUdikallis akTMBHUX iHTrpedicHTIB
KanbLji Mo3uTUBHO [NosuTuBHO
Mardin MosutusHo MoautneHo
KapBonatu (loauTuBHO MoautneHo

KinukicHe BU3HaueHHs
Marnito kapGorat 76.0 — 84.0 mrfTabn. 78,5 mriTabn.
Kansujlo kapboxat 646 - 714 mriftabn. 666 mritabn.

l{oKTROoAE sikoeTl )
Henedrapm laiiapa, 33 syn. lipactpi, TAVAPRL, dpanuia

[ata cepin npoaqanisosana HawwM BILAINCM KOHTROMIO SIKOCTI | Bignoeigae Bumoram cnevncikadil,

OENLOAPM FTAHMAPA
Petibon Xavier

MeHeaxep Bifdiny KOHTPOIMO SKOCT]

flignuc
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DELPHARM

T OHAILLARYD
Cepmudbikam cepii
PEHHI® BE3 LIYKPY 3 m'siTHaM civakom Ne24
cepia N1X397
Marepian: 80780657 Data sunycky: 17.08.2020
KpaiHa imnopTep:  Ykpaixa Nata supoBruuTea: 11.08.2020
Tepmid npyaaTHoCTI: 06.2023
Poamip Ta Tun nakysaHHs: no 2 Gnictepu 3 12 xysansHumy TabneTkamm
PeecTtpauitine ceinouteo Ne:  UA/6025/01/01
BupobHULTBO Ta NakyBaHHA: .
Henedapm Manapg, 33 syn. lkaacTpi, FTAMAPL, ®paHuis
Niuensia Ha anpobHuuTeo Ne: M17/232 sig 03.11.2017
Kpaina supobruk: ®patuin
Anariz Ne: 21445638 PeaynbTart aHanisy: Brkaaadi B Ceprudikarl AHanisy

Poamip cepil (kinkkicTb ynaxkosox): 28 376
Cuna pilfakTneHicTL!
Kanbuilo kapBonaTy: 680 mr/tabn.
Marniio xkapGonaty: 80 mr/tabn.

Buict MgO B cuposuHi (%): 42.5
Bmict CaCOgz B cuposuHi {%): 99.3

KonTpont AKocTi 3
Oenwdapm Manapa, 33 syn. lugactpi, TAVAPA, ®paduis

A Tum camMum CTBERAKYIO, WO BUluedasHayeHa iHdopmalin 40CToBIpHA | ToYHA.

Hana cepis npogykty Syna supobnewda, BKMIOYAIONM YNakOBKY | KOHTPCNbL AKOCTI Ha 3a3HaueHi® AinbHUUlL B NOBHIN
signosigHocT! 3 BuMoramu GMP Mictleanx PerynsToprnux opradie | Bignosigae perynaTtopHumM BumMoram.

NpoTokonu BuMpobHULTBA Cepil, YNakoBKW | KOHTpONIC AKCCTI NepernsHyT Ta BignosigaioTs Bumoram GMP.

17.08.2020
Dienabou SOW nidnue

YnosHoeaea ocoba




04071, m.Kuis, Bynuus BepxHiin Ban, ByguHok 4-b, Ten. +38044 220
I0pupnuHa aapeca: 3300

08330, Kuisckka ofin., Bopucninkcekuil p-H, . [lynapkis, syn.

Mic JKEHHA AISALHOCTI :
Afpeca MicLs BnpoBamK AISIALHOCTI HesanexHocTi, 2/1

Hossin Ha Bunyck (peaniszauito) Ne52190/20/26

A, YnosHosakeHa ocofa 3 sikocti TOB «BAVNEP», nigTRepmKyto, WO fikapcbkui 3acio:
Haimerysanns npoaykyii: PEHHI® BE3 LIYKPY

HAeprrapa-upobHuic PpaHuis

Homep peecTpauiittoro noceigdeHHs B Yipaini:_UA/8025/01/01

Cuna nii/akTveHicTb: kanbliilo kapBoxary: 680 mritabn., marHilo kapboraty: 80 mr/Tabn.

Nikapcska dopma: TabneTkn xysanbhi 3 M'ATHUM CMaKoM

PoaMip Ta TUN nakysakHs: No 12 TabneTok y Gnictepi 3 nepdopauieto, no 2 BricTepu B KapTOHHIA xopobui

Howmep cepii: N1X397

Poawmip cepil: 29 376 ynakoBoK

[ata supobruursa: 17.06.2020

[arta sakiHueHHs TepMidy npuaaTtHocTi: 06.2023

Nata ceprudikata sikecTi cepii nikapcekoro sacoby, BugaHore supoGHUKOM, YnoBHOBaNKEHa ocoba sikoro
Hagae A03BiN Ha Bunyck cepil nikapcekoro sacoby:

Ne 21445638 Big 17.08.2020

Howmep Ta gara BUCHOBKY NPO SIKICTL BBE3SHUX Nikapchkux 3acobis:

Ne 52190/20/26 sig 02.10.2020

HalimeHyBaHHA, MICUE3HaxXOMKeHHs Ta Homep NileHsii BupoBHUKa, YyNoBHOBaXEHA ocobBa $sIKoro Hagae A03Bin
Ha Bunyck cepil (3a naasHocTi): Oenbdapm Manapa, 33 syn. lhpactpi, TAUAPL, GOpanyis, M17/232

CepTudikatn BignosiaHocTi HanekHo! BUpoBHKYOT NpakTUkk BAPOBHUKA, YNOBHOBaMEHA ocoba sikoro Hagae
103Bin Ha Bunyck cepll, aBo Homepy nocunaHs y Gasi Aauux EudraGMP (sa HaasHoCTi):

KomerTapi (3a HasBHOCTI):
3anea npo BuAycK (peanisauiio) cepil nikapcskoro 3acoby:

Hoseonsro grazanull nikapebruil 3aci6 do peamizayir.

MpiseuLle, iHiLiany Ta nocaga/asaqHsA ocoby, Aka BuAana 4ossin Ha Bﬁhyc« cepii: Kocreusikui €. B,
Mignvuc ccoBu, sika BUAanNa J03Bin Ha sunyck cepil: }-{’;;f—

Hara nignucankn 403800y Ha BANYCK (peanisatlii): 02.10.2020 /:"-"rf

i
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JAEPXJIIKCITY)XKBA
AEPIKABHA CJIIY)XKBA 3 JIIKAPCLKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

BYJ1. BepesHskiscbka, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37079055

BHCHOBOK
PO sIKICTH BBe3eHOro B YKpainy JikapcsKkoro 3acoby

28.10.2020 Ne 58225/20/26

PEHHI® BE3 IIYKPY

(nafimenyBanus nikapcbKoro 3acoGy 3rifHO 3 peecTpaLifHiM NICCBIAYEHHAM)
TAGJETKH JKYBAJIbHI 3 M'SITHHM cMaKom; o 12 TabeToxk y Gnicrepi, o 2 6aicrepu B
KapTOHHIi Kopo6ui

(dopma Bumycky, K03yBaHHS, BUA NAKYBAHHS nikapcekoro 3acofy)

Homep peecrpauitinoro mocsinuenns UA/6025/01/01 crpox aii peectpauititoro nocsixuensns 31,01.2022

Cepis nikapcbkoro 3acoby Ne N1X398 KinskicTs BBE3€HOTO Nikapcbioro sacoby 36576
BupoGHuk Heabdapwm lattapa, pannis
(HalimeHyBanks BUPoGHIKa nikapcskoro 3acoby, KpalHa noXomKkeHHs)
Baeseno 8 Ykpainy TonapHcTBO 3 06MEKEHO0I0 BIAMOBIAANBHICTIO "Baiiep", inenr. xon:
22911794

(Haitmenybatna ta koa 3a €APTIOY 1opuanuHoi 0cobu aGo npissuuLe, iM4, M0 6aTbKOB] thisnunof
ocolu - mianpuemusa, 1F Micue npoxusaKis ra peecTpauifuuit Homep 06niKoBOT KApTKH nAaTHIKA
noparkis afo cepis Ta Homep nacnopta)

IIporoxon BisyaasHoro wontposmo Bia 28.10.2020 Ne 3356/1.

3a pesyabTaTaMu AEpPXKaBHOTO KOHTPOJIIO  BCTAHOBNICHO, IO JlikapChbkuil 3aci6 BmeseHo B Vipainy 3
AOTPHMAHHSIM BHMOT 3aKOHONABCTBA WO 3a6€3NEYEHAS AKOCT nikapcekux 3aco6is.

-

Muxona XOJIOJEHKO

(nianuc) (iniuiany Ta npissumwe)




PELPHARM

CUAKICLARD
Cepmudpikam cepii
PEHHI® BE3 LIYKPY 3 M’rTHUM cmakom Ne24
cepisn N1X398
Marepian: 80780657 : [fara sunycky: 17.08.2020
KpaiHa imnopTtep:  YkpaiHa [ara supoGunurea; 12.06.2020
TepmiH npygaTHocTi: 06.2023
Po3mip T2 TMN NakyBaHHA: no 2 6nictepu 3 12 xysaribHumn Tabnetkamm
Peecrpauiithe ceigourso Ne:  UA/6025/01/01
BuUpo6HUUTBO Ta NaKyBaHHA: ]
Henwcbapm Maitapa, 33 syn. Ingactpi, FAMAP[, ®panuyis
Niyenaist Ha BupobHUUTBO Ne: M17/232 Big 03.11.2017
KpafHa Bupo6Huk: GpaHuis
AHani3 Ne: 21445697 PesynsTat aHanisy: Bkazaui 8 Ceptudikari AHanisy

Poawmip cepii (kinbkicTb ynakosok): 36 576
Cwuna piilakTuBHicTb:
Kansuyjio kapBoHaty: 680 mr/tabn.
Marilo kap6oHaTy: 80 mr/Tabn.

Bmict MgO B cuposuHi (%): 42.5
Bmict CaCOs B cuposuHi (%): 99.3

KoHTponb skocTi )
Denscbapm Maitapa, 33 syn. IHaacTpi, FAVIAR[, ®paHuia

A TUM camyM CTBEpAXY!1O, Lo BULLG3a3HAYEHa iHdopMaLjs AocToBIpHA i TOUHa.

Nana cepia npoAykty Gyna supoGneHa, BKMIOYAOHYU YNaKoBKY | KOHTPONb HKOCTI Ha 3asHauveHil AinbHULi B NOBHIN
BignosiaHocTi 3 BuMoramu GMP micuesux PerynsaTopHux oprakis i Bignoeinae perynsTopHum BUMOram.

MNpoTtokonu BupoBHULTBA cepil, ynakosku i KOHTPONIO AKOCTI NnepernaHyTi Ta BignosigatoTs sBuMoram GMP.

17.08.2020
Dienabou SOW nidnuc

YnosHoBaxeHa ocoba




PELPHARM

" ONILLARD
Cepmudpikam aHanisy
cepia N1X398
PEHHI® BE3 L|YKPY 3 M'STHUM CMakoMm
Martepian: GCSS5330
AHania Ne: 21445697
[ara sunycky: 17.08.2020
Tect Bumorun MKSA Peaynbrar

Onuc Bini i3 kpemosum BiaTiHKOM KBagpaTHi TabneTku i3 BBIrHYTUMK

nosepxHaMY, 3 BiaTiickom “RENNIE” Ha 06ox cropoHax Bignosigae

TabneTku Ta 3 sanaxom M'aT
CepenHa maca 1,193-1,318r 1,254
OpgHopigHicTs Macu Y BianosigHocTi go Bumor Esponeiickkin Papmakonei Bianosigae
Teepaictb 80 — 125 HoloToH 102 HelotoH
InenTudbikauina akTusHux iHrpepiexTis
Kanbuii MNoauTneHo MNoantusHo
MarHin MoautusHo MosutusHo
Kap6oHatu Mo3utnaHo MoauTusHo

KinskicHe BU3Ha4eHHRA
Mariio kap6oHar 76.0 — 84.0 mr/rabn. 79,1 mr/rabn.
Kanbuiio kapboHar 646 - 714 mr/rabn. 659 mr/rabn.

KoHTpornib sikocTi )
Lenschapm MNanapa, 33 syn. lHpacrpi, FAMAPL, ®paHuis

[HaHa cepis npoaHanisosaHa HalwuM Bipainom KoHTponio AKocTi | Bignosigae Bumoram cneyudikadii,

JENb®APM FAVAPT
Petibon Xavier
MeHemkep BiAgINY KOHTPOSIO AKOCT

MMidnuc




04071, M.Kuls, synuuis BepxHiit Ban, 6yauHok 4-B, Ten. +38044 220
lOpuauuna appeca: 3300

08330, Kulacbka obn., Bopucninscobkuit p-H, ¢. flyaapkis, syn.
HeasanexHocri, 2/1

Agpeca MiCUs BpoBafKeHHS AiANbHOCTI:
Ho3Bin Ha Bunyck (peanisauito) Ne58225/20/26

A, YnosHosaxeHa ocoba 3 skocTi TOB «BAVEP», nigTeepaxy!o, Wo nikapckkuii 3aci6:
HaiimeHysanHs npoaykuii: PEHHI® BE3 LIYKPY

[Hepxasa-BupobHunk: dpauuis

Homep peecTpaliiHoro nocsigdeHHs B Ykpaini:_UA/6025/01/01

Cuna pjii/akTvBHicTb: Kanblito kapGoHaTy: 680 mrfrabn., mario kapbonaty: 80 mr/rabn.

Jlikapcbka chopma: TabneTku xyBanbHi 3 M'ATHUM CMaKOM

Poamip Ta TUn nakysaHHs: no 12 Tabnertok y 6nictepi 3 nepdopaieio, no 2 GnicTepy B kKapToHHiIi kopobuyi

Homep cepil: N1X398

Po3amip cepil: 36 5§76 ynakoBok

[ara supobHuurea: 12,06.2020

Jara sakiHdeHHsi TepMiHy npuaaTtHocTi: 06.2023

lara ceprudpikara sikocti cepil nikapcbkoro 3acoby, BuAaHOTO BUPOGHUKOM, YHOBHOBaXeHa ocoba SKOro
Hanae [o3BiN Ha BUMycK cepil nikapcsKkoro sacoby:
Ne 21445697 sig 17.08.2020

Homep Ta garta BUCHOBKY NPo AKICTb BBE3GHUX NMikapCbkux sacobis:
Ne 58225/20/26 Big 28.10.2020

HalimeryBaHHs, micLesHaxoKeHHS Ta HoMep nilueHsii BupobHuKa, ynoeHosaxeHa ocoba sikoro Hapae Ao3Bin
Ha Bunyck cepii (3a HassHocTi): flenbchapm Maiiapa, 33 syn. Ingactpi, TAVIAP/L, ®panyis, M17/232

CepTuchikatit BIANOBIAHOCTI HariexHOT BUPOBGHUYO! NpaKTUku BUPOBHUKA, YNOBHOBaKEHa 0coba AKoro Hagae

4038in Ha sunyck cepil, abo Homepu nocunaxs y 6asi paHux EudraGMP (3a HasiBHOCTI):
KomeHTapi (3a HasiBHOCTI):

3asisa npo eunyck (peanisayiio) cepil nikapckkoro sacoby:

Ho3seonsio exasanul nikapcekull 3aci6 do peanizauir,

Mpissuwe, iHiLiank Ta nocapa/asaHHA 0coby, Aka Buaana Jo3BiN Ha lp{rﬁyc)/g,e/pn Hewepert O. M.
Mianuc ocobu, sika Buaana [o3BiN Ha BUNYCK cepil:

[ara nignucaxHa aossony Ha Bunyck (peaniaauii): 29.10.2020 /
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@ Batch Release Certificate

DELPHARM
GAILLARD

N1X398
RENNIE sugar free with spearmint (139) TABL 24 UA 1600243

Material Number; 80780657 Date of Issue: 17-Aug-2020
Importing Country : Ukraine Manufacture Date:  12-Jun-2020

Expiry Date: Jun-2023
Package size / type : 2 blisters with 12 chewable tablets

Marketing Authorization Number : UA/6025/01/01

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 : 21445697 Results of analysis:  See separate CoA

Batch quantity accepted (packing units) : 36576
Strength/Potency :

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

425

MgO content of input material (%) :
g p (%) e

CaCo3 content of input material (%) :

Quality Control by

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

[ 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,

17-Aug-2020 2 ,
Dienabou SOW LM/

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




2
-irnese Certificate of Analysis

N1X398

Material Number: GCSS5330 RENNIE SP SS (139) 1600243
Analysis Number : 21445697

Date of issue: 17-Aug-2020

Test Resuit Specification
Appearance Corresponds Corresponds

Average mass 1254 ¢ 1.193 - 1.318¢g
Hardness 102 Newton 80 - 125 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds

ID Carbonate Positive Positive

ID Calcium Positive Positive

ID Magnesium Positive Positive

Calcium carbonate 659 mg / Tablet 646 - 714 mg / Tablet
Magnesium carbonate 79.1 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 lindustrie Tel. +33-(0)4 56 66 00 50 Page 1 of 1
F-74240 Gaillard France Fax +33-(0)4 56 66 00 51




JAEPXKJHKCIYXBA
JEPXXABHA CJHYXBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Bys. Bepesuskiscoka, 29, Kuis, 02098, ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kop €IPTIOY 37079055

BUCHOBOK
Nnpo AKICTH BBE3EHOT0 B Y KpaiHy JiKapchKoro 3acoby

29.06.2021 Ne 36565/21/26

PEHHI® BE3 OYKPY

(HaiiMeHyBaHHA niKapenkoro 3acoy 3riiHo 3 peecTpanifinum MoCRiAYEHHAM)
Tabaern Kynaabui 3 M'sTTHUM cMakom; no 12 rabierok y Guicrepi 3 nepdopanicro; mo 2
OaicTepu B xapToHRiil Kopobui

(hopma BHIYCKY, KO3YBAHHL, BUA HAKYBaHIIS Ticapcbkoro 3acoly)

Howmep peecrpauiftioro nocaipucuus UA/6025/01/01 crpox aii peectpauiiinoro nocsipuenns 31.01.2022

Cepis nixapesioro 3aco6y Ne N21.943 Kinbkicts BBeseHoro siikapeskoro sacoby 32400
BupobHiix Jenngapm laitapn, Opanuis
(HaiiMenysauHs BupobusKa fikapcbkoro 3acody, kpaina NoXoskeHNs)
Baesexo B Yipainy Tonapucrso 3 o6mMexeroro sixmosiansHicrio "batiep", inenr. kon:
22911794

(Ralimenysaung Ta ko 3a CJIPTIOY opwimuroi ocobi abo npispiie, iM's, no Garkiosi HianHOT
ocolH - Hignpuemus, i Micue NpoXHBAKHS 1a peccTpauiinnii Homep o6aikoBOT KapTrH NAATHKKA
noaatkis aGo cepisi Ta HOMEp nACIOPTA)

TMporokon Bisyansuoro kourpoaio sin 29.06.2021 X 2105/2.

3a  pesyNbTaTaMH  ICPKABHOMO KOHTPOJIO BCTAHOBNEHO, MO Jiikapcekuit 3aci6 BeezeHo B Ykpaluy 3
JAOTPHUMAHHSAM BHMOT 3aKOHOJIABCTBA WO 3a6e3nedeHHs SKOCTi AikapehKix 3acobis.

R
-/ Twopmuna CTOPOXEHKO

Qi}iﬁnnc) ra (iniuiamn Ta npispuue)
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PELPHARM
QAYLLARD
Cepmucbikam aHasnisy
cepisi N2L943
PEHHI® BE3 LIYKPY 3 M'ATHUM CMaKOM

Marepiar: GCSS5330

Ananiz Ne: 21468342

[ata Bunycky: 26.05.2021 !
i

Tect Bumorn MKA PesynbTar
Onuc Bifi i3 kpeMOBMM BIATIHKOM kBagapaTHi TabneTku i3 BBIrHYyTUMI
nosepxHsimy, 3 siatnckom "RENNIE” ka 060x cropoxax Bignosipae
TabneTku Ta 3 3aNaxom M'ATA

CepepHn maca 1,193 -1,318r1 1,255 l

OpHopigHicTe macu Y gignosifHOCTI A0 BUMOT €sponelicbkii Papmakonel Bignoeigae ! !

TeepaicTb 80 — 125 HoloToH 102 HoioToH

InenTndlikavin akTuBHUX iHrpeaienTie |

Kanbuin MoauTusHo MosuTusHo :

Marniv Mo3anTusHO MoautneHo :

Kap6ouaTtu MoanTusHo MosutuaHo |

KinLKicHe BU3HAYEHHS ;

MarHito xapBorat 76.0 — 84.0 mr/rabn. 79,6 mr/rabn.

KanbLito kapSouxat 646 - 714 mr/Tabn. 663 mr/Tabn. ]

KoHTpons sikocTi .
Denbcapm Maitapa, 33 syn. lnaacTpi, rAVAPL, ®paHuia

[laHa cepisl NpoaHanisoBaHa HalnM BiAAINOM KOHTPOMIO AKOCTI | BIANOBIAGE BUMOTaM cneuwdikauii.

OENBDAPM TAWAPL
Fournier Bidoz Chantal
MeHeaxKep Biaainy KOHTPOMIC AKOCT

Midnuc

ki
:
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PELPHARM
GATLLARD

Cepmucpikam cepii

PEHHI® BE3 LIYKPY 3 m’sitHuM cmakom Ne24
cepin N2L943

Martepian: 80780657 [fata sunycky: 26.05.2021

Kpaixa imnopTep:  Ykpaiwa [ara upobHuLrea; 17.05.2021
TepmiH NpuAaTHOCTI: 05.2024

Posmip Ta TN NakyBakHa: no 2 Bnictepy 3 12 xysansHumn TabneTkamu

Peectpauifine csigourao Ne: UA/6025/01/01

Bupo6HULTEO Ta Naky BaHHA: }
[enbdapm Manapa, 33 syn. Inpactpi, FAWAPL, ®panuis
Niuensin Ha supobHuyTeo Ne: M17/232 sig 03.11.2017

Kpaira BupobHuk: GpaHuin
Anania Ne: 21468342 PesynbTar ananisy: BrasaHi 8 Ceptudikari Ananiay

Poamip cepil (KinbkicTk ynakosok): 32 400

Cwvna fgii/akTuBHICTL!
Kanbuito kapBoHary: 680 mr/tabn,
Marwito kapGonaTy: 80 Mr/Tadn.

Bmict MgO B cupoauti (%): 42.1
Bmict CaCO3 B cuposuHi (%): 99.6

KoHTpons siKocTi .
[enutbapm Maiiapg, 33 syn. HaacTpi, TAUAPL, dpanuis

1 TUM CaMIAM CTBEPAXKY!O, LLO BULie3asHayeHa iHdopMaLlia A0CTOBIpHa | TouHa.

[ana cepin npoayxTy Gyna BupobneHa, BKIOHAIONM YNAKOBKY | KOHTROML SKOCTI Ha 3asHaueHid AinbHWLIL B NOBHIR
signosiaHocTi 3 Bumoramn GMP micLieaux PerynsitTopHux Opranis i Bignosigae perynatopHuM BUMOram.

MpoTokonu BupofHuLITEa Cepii, yNakoBKy | KOHTPOMIO SKOCTI NepernsHyTi Ta BignosigaoTs Bumoram GMP.

26.05.2021
Dienabou SOW nidnuc

YnosHopaxeHa ocoba




04071, m.Kuis, Bynuus BepxHiit Ban, ByanHok 4-B, Ten. +38044 220
[Opuanyna anpeca: 3300

08330, Kuiscuka obn., Bopuchinbcbkuid p-H, ¢. [lyaapxis, syn.
HesanexHocri, 2/1

Agpeca Micusa BnpoBadXeHHs AIRNbHOCTI:
[o3gsin Ha Bunyck (peaniszauito) Ne36565/21/26

£, YnosHosaeHa ocoba 3 sikocti TOB «BAWEP», nigTeepakyio, WO Nikapcbkui 3acit:
HaiimeryBaHHa npoaykuii: PEHHI® BE3 LIYKPY

Jepxasa-Bupobruk: Gpanuin

Homep peecTpauiitHoro nocsiguenHs B Ykpaidi: UA/6025/01/01

Cwna pil/akTveHicTs: kanbyito kapBoxaty: 680 mr/itabn., markio kapGoHaty: 80 mr/tabn.

Nikapcbka hopma; TabneTkn xysarnbHi 3 M'ATHUM CMakoM

Poamip Ta TMn nakyeaHHs: no 12 Tabnertok y 6nictepi 3 nepdopallieio, No 2 Grictepu B KAPTOHHIA kKOPOBL

Homep cepii: N2L.943

Poawmip cepii: 32 400 ynakosok

[ara supobHuyrsa: 17.05.2021

[aTa 3akiH4eHHA TepMiHy npuaaTHocTi: 05.2024
Nara cepTudikata skocTi cepii nikapcekoro 3acoby, Buaaqoro supoBHUKOM, yrosHOBaxeHa ocoba sikoro
Hanae 4o3Bin Ha BUNYCK cepil nikapcbkoro 3acoby:

N2 21468342 Big 26.05.2021

Homep Ta flaTa BUCHOBKY MPO AKICTb BBE3EHUX NMiKapChk1x 3acobis:

Ne 36565/21/26 eig 29.06.2021

HaitmeHyBaHHs, MiCLIe3HaXOMKEHHS Ta HoMep NileHsii BupoBHmka, ynosHosaxkeHa ocoba skoro Hajae 4o3sin
Ha BUnyck cepii (3a HassHocTi): fenbcapm Manapg, 33 syn. lHaacTpi, FAVIAPL, PpaHuis, M17/232
CepTudikaTin signosigHOCTI HanexHO! BUpoBHWIOT npaiTukn supobruka, yrosHoeaxeHa ocoba Akoro Hagae
0038in Ha Bunyck cepii, aBo Homepw fiocunae ¥ 6asi gaHux EudraGMP (3a HassHOCTI).

KomeHTapi (3a HaaBHOCTI):

3aasa npo Bunyck (peanisauiio) cepil nikapcebkoro aacoby:

Hoseonsmo exaszanuli nikapcerull 3aci6 do peanizayii.

Mpiseuwe, iHiuianu Ta nocaaa/asanHs ocobu, Aka suaana A03BIN Ha, BUAYCK cepii: YrosHoBaxieHa ocoba 3
socTi TOB «BAVIEP» KocTeubknn K. B. 1K

Nianuc ocoBu, Aka BuAana 403Bin Ha BUNyck cepii: 1))
[ara nignncaxHs foasony Ha sunyck (peanisayio): 30.06.2021
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BRLPHARM

CUREILLARD
Cepmucdpikam cepil
PEHHI® BE3 LIYKPY 3 m’sithum cmakom Ne24
cepin N2L.943
Marepian: 80780657 Hara Bunycky: 26.05.2021
Kpaiua imnoprep:  Ykpaina Data supobungrea; 17.05.2021
Tepmix npuaaTHOCT 05.2024
Poamip Ta TUm rMakyBaHHs: no. 2 Gricrepy 3 12 xysansHuvu TabneTkamu
Peecrpauiniie ceigourso Ne:  UA/G025/01/01
BupobHuuTBOo Ta NakyBaHHs: }
Densthapm Manapg, 33 eyn. lngacpi, FAVAPL, $panuis
Nivensin Ha supobunuTeo No: M17/232 sip 03.11.2017
Kpaina BupobHuk: Ppanuis
Ananiz Ne: 21468342 Pesynwrar ananiay: Brasani g Ceptudbikari Ananiay

Poamip cepil (kinekicTs ynakosok): 32 400
Cuna piffakTMBHICTR:
Kansiio kapGonaty: 680 mr/tabn.
Maruito xapBomaty: 80 mr/rabn.

Buicr MgO B cuposuni (%): 42.1
Buict CaCOs B cupoputi (%): 99.6

Koutpone akocTi )
Hensthapm Maiapg, 33 eyn. Inpactpi, TAVAPL, ®paHuis

£ TUM CAMUM CTBERKYID, WO BullesaaHaveHa Hdopmatis gocTosipHa i TodHa.

[aua cepisi npogykry Byna supoBrieHa, BKIIOMAIOMW YNEKOBKY | KOHTPOMb SIKOCTI Ha 3asHadeHii RiNbHULY B NOBHIRA
BipgnoBinHoCTi 3 BuMoramn GMP micuesux PerynaTopHnx opraHis | BiANOBIae PerynaTopHAM BUMOram.

MpoTokony BUPoBHNULITEA Cepii, yNakoBKy | KOHTPOIIO SIKOCT NepernsHyT Ta BiANoBiAaloTs BUMOram GMP.

26.05.2021
Dienabou SOW miénuc

YnosHosaxeHa ocoba




PELPHARM

CBRILLARE
Cepmucbikam aHanisy
cepin N2L943
PEHHI® BE3 LIYKPY 3 M'AITHAM CMaKoM
MaTeplam GCS885330
Ananiz Ne: 21468342
Hata sunycky: 26.05.2021

Tect Bumory MKH Peaynwkrar
Onwc Bini i3 KpEMOBMM BiATIHKOM KBafpaTHi TAGNeTkM i3 BBITHY UMUK
noBapxHsamMy, 3 sigTackom "RENNIE" va ofox cropoHax Bignosinae
TaBneTy Ta 3 aanaxom MsTY
Cepepna maca 1,193 -~ 1,318 r 1,255
OpHopigHicTs Macu Y signosigHocTi 4o Bumor Esponeficekiit Gapmakorel Bignoeipae
TeeppicTs 80 - 125 HeioToH 102 HeoToH
IpeHTHgikauin akTuaRux inrpesicHTie
Kanbuif Mosurueno MoanTtuero
Maruift Moantuaro [Mosutusho
Kapboxati MNoautusHo MoauTuBHG
KinoxicHe BM3HaYeHHA
Marniio kapboHaT 76.0 —84.0 mr/rabn. 79,6 mr/tabn.

Kanbujo xapboxat

KoHTtponk sKocTi

646 - 714 mriTabn.

[enbdap Taitapa, 33 syn. Inaactpi, TAVIAPL, ®paruis

663 mr/Tabn.

[laHa cepis NpoaHanisoBaHa Halm BiainoM KoHTPOMIo SIKOCTI | BiAnoBiaac BuMoram crnetydsikadi.

[OENBGAPM FARAPL
Fournier Bidez Chantal
MeHemxep Biafiny KOHTPOMIO AKOCTI

Midnuc




04071, m.Kuis, synuus Bepxuill Ban, yaudox 4-b, ten, +38044 220
OpypudHa agpeca: 3300

08330, Kuisceka 06, bopucninscekull p-H, ¢ [lynapgis, syn.

Aﬁ,peca MICLIA BNPROBEPREHHA [AIANBLHOCTE HesanexsocTi, 2/1

Hoszsin Ha Bunyck (peanisauito) Ne36565/21/26

§1, YnosHoeaeHa ocoba 3 sikocti TOB «BAVMEPSY, nigTeepmiyio, Lo nikapebiuii aci6:
Halimenysanns npogyxuil: PEHHI® BE3 LIYKPY

Hepxasa-supobuuk: Gpauis

Homep peecrpauifinoro nocsigueHHs B Yipaini: UAG025/01/01

Cuna giifakTuBHicTb: kanbliio kapSouaty: 680 mrfrabn., mardi kapbonary: 80 mr/rabn.

Rlikapcbka dhopma; Tabnetiovn xysanehi 3 METHAM CMaKOM

Poamip Ta Tun nakysaxns: no 12 Tabnerok y Bricrepi 3 nepdopauicio, no 2 Bnicrepu & kapToHHiA kopobiui

Homep cepii: N2L.943

Poawip cepil: 32 400 ynakoBok

Hara supobHuyrea: 17.05.2021

[ara 3akinyenus Tepminy npugarsocti: 05.2024

Data ceptudbixata sikocTi cepil nikapcekoro sacoby, suiaaHoro supobHukoM, ynosHosadkena ocoba skoro
Hagae [osBin Ha Bunyck cepll nikapcskoro aacoby:

Ne 21468342 Big 26.05.2021

Howmep Ta nata BUCHOBKY NPO AKICTE BBE3EHUX NiKapceinx sacobis!
Ne 36565/21/26 Bin 29.06.2021

HalimeHyBaHHsi, MicLieaHaxoKeHHa Ta Homep niyeHsii BupobHuka, ynosHoaxkeHa ocoba Akoro Hagae Ao3ein
Ha Bunyck cepli (3a HaserocTi): Jensthapw Maiapg, 33 syn. IHpactpi, TAWMARL, ®panyia, M17/232

Cepruchikatn sinnosigHocTi HanexHo! supoBHusol npakTuky BupoBHuka, yrnosHosaxkena ocoba akoro Hagae
no3sin Ha sunyck cepil, 260 Homepw nocunade v Hasi parux EudraGMP (3a nassHocTi);

KomenTapi (3a HaseHocTi):
3aspa npo Bunyck (peanisaiiio) cepil nikapckkore sacoby:
Hozeonao erazanull nikapesrull 3aci6 do peanizaujl.

Mpissuie, iHiujanu Ta nocaga/3sanHs ocobu, ska Braana AO3BIN Ha,  BUMYCK cepii: YnosHoBaeHa ocoba 3
skocTi TOB «BAVEP» Kocteuskuii K. B. |

Flignuc ocofn, sika Bugana Jossin Ha sunyck cepil: L
Nara nignvucanus Jo3sony Ha sunyck (peanisatlin): 30.06.2021
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