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HAEPKABHA CHYIKBA 3 Ja1KA PCHbKHUX 3ACOEIB
TA KOHTPOUIIO 34 HAPKOTUKAMW y m. KHERB]

npon. Hagiy Ceitnuynoi, 3, 02099, ven. (044) 295.26-85
E-mail; dls.kyiv@dls.gov.ua, Kon €11PI10Y 37079055

BUCHOBOK
1po sIKicTL BBe3enoro g Ykpainy JtikapebKoro 3acoly

17.12.2024 Ne 67744724726

PEHHI® 3 MEHTOJOBUM CMAKOM
(Halisenynaiig sikapebkoro 3acoBy srimio 3 peecrpantiim uk)cnimcmm.u) -
Tabnerku sy asinLui 1o 12 Tabnerox y Gaicrepi 3 nepdopauieio, no 2 Onictrepn B kKapTonniij
KOpoGui
(thopma BIOYCKY, 103y Banis, pijy HaKkyBanng sixapenkoro 3acoly)

Homep peectpauiiinoro nocsinnenns UA/7798/01/01 CTPOK il peecTpauiiinoro nocoinuens HeodMexeH i

Cepisa nixapcskoro 3acoby Ne N4X 728 Kinbkicts nsesenoro nikapeskoro 3acoby 42048
Bitpo6unk enbpapm Cakapn, Gpaunis
(naitneiy san s BUPOBUKK Aikapenkoro 3acoly, kpaina NOXOMKEHEHN)
BBeaero b Vipainy Tosapucrso 3 o6menenon BiAnoBiabHicTIO "Baliep", izenr. won:
: 22911794 o ‘

{naftsenynains 1a kon 1a CAPTIOY 1opiminor ocodn aGo npissnine, in'y. 1o Oathkoni
(isirinol ocody - 1ianpremus, i micue NPOXKHBAIHA Ta pecerpatiiinmii nomep oGriivonat
KAPTRY NAATHDKA nogaTkin aGo cepis Ta homep nacnopra)

TNpoToxon Bi3YanbHOr0 KONTPONIO Big 17.12.2024 x 430971,

3a  pesynsraramu /lEPIABHOTO  KOUTPONIO  BeTanomneno, 1o "nikapebkuit 3aci6 BU€3eNo B Vipaiky 3
ROTPHMAHHAM sumor 3arononancTsa Wono 3abearnieenus aKkocT| NiKapesKHX 3aco6is,

Muxkona XOJIOAEHKO

(ninnue) (ininiazm ra npissiie)
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Pye He Iunacrpic 33 Pozapykosano: 07.11.2024

74240 Taitapn Howmep supanus: 1
. Opasnin Cropinxa; 1/3
. ustl Tem: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

GailLanp

Cepmudbikam cepii

PEHHI® 3 MEHTONTOBUM CMAKOM 145 Tabnetku 2x12 UA 1600309

cepis NAX728
MaTepianbhuid Homep: 10057328
KpaiHa imnopTep: Ykpaiua Hara supo6uuyTea: 26.10.2024

AHanis Ne: . 38 783 Tepmi+ npuaaTHoCTi: 10.2029

Bknmuaé'cepi‘l':-
N4X768
N4X772

Bupo6HuuTBo Ta NakyBaHHA: 5
Bensbapm ranapg, 33 syn. IHgactpi, TAMAPL, ®paHuis
TNiveHsis Ha BUPOBUULTEO N°® 2024 274 1-13.09.2024

Po3smip Ta Tun nakyeaHusa; no 2 6nicteput 3 12 xysanbHUMU TaBneTkamu
Peecrpauiithe caigourso Ne: UA/7798/01/01
KpaiHa Bupo6Huk:. ®patiLis

Poamip cepii (kinbkicTb ynakosok): 42048 .
Pesynnrar ananiay: Aus. okpemuit Ceprudikar aHanisy

Cuna gillakTuBHicTh:

KanbLio kap6onat: 680 mr/Taén. Buict MgO B cuposuHi (%): Bmict CaCOs 8 cuposuni (%):
42 99,2

MarHito kap6onaT ‘

BaXKUIA: 80 mr/Tabn.

KoHTponk sikocti .
Henbdapm lasapg, 33 syn. IngacTpi, FAVIAPL, dpanuis

A Tum camum creepaxyio, wo BulliesasHadeHa iHhopmaliisi JOCTOBIpHa i TouHa.

Hawa cepia npopykty Gyna BUpo6neHa, BKAOYAKOYN YNaKoBKy i KOHTPONMb SIKOCTI Ha 3a3HaueHiit OiNbHULY B NOBHil
BianosigHocTi 3'BuMoramMu GMP MiclieBux PerynaTopHux opranis i BiiNCBIAAE PErynaTopHUM BuMoram.

FpoTokonu supo6HuLiTBa cepii, YNaKOBKM i KOHTPOSIO SKOCTI nepernamyTi Ta signosiganoTs BUMoram GMP.

07.11.2024
KLOTZ M arie nidnuc

YnosHoBaxeHa ocoba

Lei fokymeHT chopmosaHo B €IeKTPOHHOMY BUTTIsL

File: CoA_UKR_REN_TABL_

PPMT_N4X728.pdf



Pye Jle Ingacrpic 33 Poaapykosano: 07.11.2024
74240 I'aitapy Homep supanus: 1
Upaniris Cropinka; 2/3
Ten:'+33-(0)4 56 66 00 50

gaillard@delpharm.com

DELPHARM
QalLLAawy

Cepmucpikam aHanisy

cepiss N4X768, cepis rotozoro npoaykry N4X728
PEHHI® 3 MEHTONOBUM CMAKOM 145 ta6neTtku 2x12 UA 1600309

MaTepianbhuit Homep:  GCRR6906

Anarniz Ne: 38 €70 Homep iHcTpykuii ans aHanisy: |10PEQ13
Tect Cneuundikauin Pesynurar

Onue " - ) KpeMoso-6irii ksagpaTHi Tabnetku is

) . .| YBIFHYTUMU nosepxHsimMu, 3 BiATUCKOM Bignosinae

“RENNIE" Ha 060x cTopoHax TabreTku

3anax 3 3anaxom MeHTOony Binnosinae
OAHopi.qucfb M‘acu Y signosigHocTi o sumor Ph.Eur. Biaonosinae
CepegHs maca 1,263 -1,397r 1.331r
TBepaicThb <160 HeloToH 101 HeloToH
IpeHTUDIKaLin akTuBHUX iHrpegieHTiB
Kanbuii : MoautusHo MosuTusHO
MarHiit MosuTueHo MNoautueHo
Kap6oHnaru MoautueHo MoautusHo
KinkbkicHe BusHaueHHs .
Kansuito kapBonar 646 - 714 mr/Tabn 662 mr/Tabn.
Marsito kap6oHar 76.0 — 84.0 mr/Tabn 79.6 mr/tabn.

KoHipork sikocTi .
Benbtapm laitapp, 33 Byn. IHgactpi, TAVAPL, bpaHuis

Hana cepisi npoaHanizosana Haiuum BifiNOM KOHTPOMIO SKOCT | BiAnoBinae BUMoram cneuudikadji,

Liei gokymeHT BUroTosneHo B €NEKTPOHHOMY BUITIsgj

File: CoA_UKR_REN_TABL_PPMT_N4X728.pdf
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GAILLARD

Pye Jle Iunacrpie 33 Posapykosauo: 07.11.2024
74240 Taitapn Homep Bunannus: |
Opanigis Cropinka: 3/3

“ Ten:+33-(0)4 56 66 00 50

gaillard@delpharm.com

Cepmudbikam aHanisy

cepiss N4X772, cepisi rotosoro npoaykry N4X728

PEHHI® 3 MEHTONOBUM CMAKOM 145 Tabnetikn 2x12 UA 1600309

Matepianbiuii Homep:  GCRR6906
AHania Ne: 38674 Homep iHcTpykuii ans ananisy:  [M1OPEO13
. Tecr Cneuntpikauis " Pesynbrar

Onuc o KpemoBo-6ini ksagpathi Tabnetku i3

i YBIFHYTVMU NOBEPXHAMU, 3 BIATUCKOM Bianosinae

“RENNIE" Ha o6ox cTropoHax Tabnetku

3anax 3 3anaxom meHTONYy Bignosigae
OaKopigHicTL Macu Y signosigHocTi ao sumor Ph.Eur, Bignosinae
CepefHsa Maca 1,263 -1,397r 1.328r1
TeeppicTh <160 HutotoH 100 HuioToH
I,qem'nd)in(.auiﬂ aKTUBHUX iHTpegieHTIB
Kanwuin MosutnsHo Mosutuero
Maruiit MosutusHo MosuTusHo
KapboHaTu MoautusHo MoantusHo
KinbkicHe Bu3aHaveHHA
Kanbuito kap6oHaT 646 - 714 mr/rabn 656 mr/tabn.
MarHito kap6oHar 76.0 -84.0 Mr/T'a6:} 79.4 mr/tabn.

KoHTpornb sikocTi

Hensdapm Matapga, 33 Byn. Iugactpi, TAVAP[], dpahuis

Hana Cépiﬂ npoaHarniaosaHa HaluuM BiRAINOM KOHTPORK AKOCTI | Bignorigae ouMoram cneuudikalyi.

Lieit AoKyMEHT BUroTOBNEHO B ENEKTPOHHOMY BUFNAA

File: CoA_UKR_REN_TABL_PPMT_N4X728.pdf




Rue De lindustrie 33 Edition date : 07/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 1/7
S Tél : +33-(0)4 56 66 00 50

DELPHARWM gaillard@delpharm.com

GAILLARD
Certificate of Compliance
Batch N4 X728
RENNIE Peppermint 145 TABL 2x12 UA 1600309
Material Number : 10057328 Manufacture Date : 26-Oct.-2024
Importing country : UKRAINE
Analysis number : 38 783
Included SF batches
N4X768
N4X772

Expiry Date : 10-2029

Manufacturing and Packaging by :
Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE- Authorization Number : n° 2024_274 1 - 13.09.2024

Package size / type 2 Blisters with 12 chewable tablets

Marketing authorization UA/7798/01/01

number

Country of manufacturing FRANCE

Batch quantity accepted 42048

(packing units)

Result of analysis See separate COA

Strength/Potency MgO content of input material (%) :

Calcium carbonate: 680 mg/tablet 42 CaCo3 content of input material (%)

Magnesium carbonate, heavy: 80 mg/tablet :
99,2

Quality Control by :
Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

This batch was analysed by our Quality Control Department and meets the registred specifications.

7-Nov.-2024
KLLOTZ Marie

This document has been produced electronically




Rue De l'industrie 33
74240 Gaillard

Edition date : 07/11/2024
Edition number : 1

FRANCE Page : 2/7
et Tél : +33-(0)4 56 66 00 50
DELPHARM gailard@delpharm.com
GAILLARD
L - -
Certificate of Analysis
Batch SF N4X768 Batch FP N4X728

Material Number : GCRR6906 Instruction number for the analysis :110PE013
Analysis number : 38 670
Test Result Specification
Appearance: Cream white square tablets, with Corresponds Corresponds
concave surface, engraved "RENNIE" on both faces.
Odour: With odour of peppermint Corresponds Corresponds
Uniformity of mass (PH EUR) Corresponds Corresponds
Hardness 101 <= 160 Newton
Average mass 1.331 1,263 - 1,397 g
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 662 646 - 714 mg/tablet
Magnesium carbonate 79.6 76,0 - 84,0 mg/tablet

Quality Control by :

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

This batch was analysed by our Quality Control Department and meets the registred specifications.

This document has been produced electronically




Rue De lindustrie 33 Edition date : 07/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 3/7
Tél : +33-(0)4 56 66 00 50

DELPHARM gailard@delpharm.com

GAILLARD
Certificate of Analysis
- Batch SF N4X768 Batch FP N4X728
RENNIE 145 PP 1600309
Material Number : ‘ GCRR6206 Instruction number for the analysis :110PE013
Analysis number : 38 670

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000175737

Test ‘ Result Specification
Appearance Corresponds Corresponds
Volumic mass 0.48 >= 0.45 - <= 0.56 g/mL
ID Carbonate Positive Positive

ID Magnesium Positive Positive

Solution colour Corresponds Corresponds

Water soluble substances 0.1 <=1.0 %

Insoluble in acetic acid 0.01 <=0.05 %
Chlorides <=700 ppm <=700 ppm

Sulphat <=0.6 % <=0.6 %

Calcium <=0.75 % <=0.75 %

Iron <=400 ppm <=400 ppm
Magnesium (MgO) 42.0 >=40.0-<=45.0%

Quality Control by :
Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

This batch was analysed by our Quality Control Department and meets the registred specifications.

This document has been produced electronically

File: CoA ENG_REN TARL PPMT N4X728.pdf



Rue De l'industrie 33 Edition date: : 07/11/2024

74240 Gaillard Edition number : 1

FRANCE Page : 4/7
w Tél : +33-(0)4 56 66 00 50

DELPHARM galllard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X768 Batch FP N4X728
RENNIE 145 PP 1600309
Material Number : GCRRB6906 Instruction number for the analysis :110PE013
Analysis number : 38 670

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000181941

Test ' Result Specification

Appearance . Corresponds Corresponds

ID Carbonate Positive Positive

ID Calcium Positive Positive

Loss on drying 0.1 <=2.0%

Bulk density 0.7 >=0.7 - <= 0.9
Calcium carbonate (ref to dired subst) 99.2 >=08.5 - <=100.5 %

Quality Control by :
Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE

This batch was analysed by our Quality Control Department and meets the registred specifications.

This docurnent has been produced electronically




DELPHARM
GAILLARD

Material Number :
Analysis number :

Test

Appearaﬁce: Cream white square tablets, with

Rue De l'industrie 33

74240 Gaillard
FRANCE

Tel : +33-(0)4 56 66 00 50
gaillard@delpharm.com

Edition date : 07/11/2024
Edition number : 1

Certificate of Analysis

Batch SF N4X772 Batch FP N4X728
RENNIE 145 PP 1600309

GCRR6906
38 674

Result

Corresponds

concave surface, engraved "RENNIE" on both faces.
Odour: With odour of peppermint

Uniformity of mass (PH EUR)

Hardness
Average mass

ID Calcium

ID Magnesium

ID Carbonate
Calcium carbonate

Magnesium carbonate

Quality Control by :

Corresponds
Corresponds
100

1.328
Positive
Positive
Positive

656

79.4

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Instruction number for the analysis :110PE013

Specification

Corresponds

Corresponds
Corresponds

<= 160 Newton
1,263-1,397 ¢
Positive

Positive

Positive

646 - 714 mg/tablet
76,0 - 84,0 mg/tablet

Page : 5/7

This batch was analysed by our Quality Control Department and meets the registred specifications.

This document has been produced electronically




DELPHARM
GAILLARD

Material Number :
Analysis number :

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000175737

Testv .
Appearénce

Volumic mass

ID Carbanate

ID Magnesium
Solution colour

Water soluble substances
Insoluble in acetic acid
Chlorides

Sulphat

Calcium

Iron

Magnesium (MgO)

Quality Control by :

Batch SF N4X772 Batch FP N4X728

Rue De lindustrie 33

74240 Gaillard
FRANCE

Tél : +33-(0)4 56 66 00 50
gaillard@delpharm.com

Certificate of Analysis

RENNIE 145 PP 1600309

GCRR6905

38 674

Resuit
Corresponds
0.48

Positive
Positive

Corresponds

0.1

0.01

<=700 ppm
<=0.6 %
<=0.75 %
<.=400 ppm
42.0

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Specification

Corresponds

>= 0.45 - <= 0.56 g/mL

Positive

Positive -
Corresponds
<=1.0%

<=0.05%

<=700 ppm

<=0.6 %

<=0.75 %

<=400 ppm
>=40.0-<=45.0%

Edition date : 07/11/2024
Edition number : 1
Page : 6/7

Instruction number for the analysis :[10PE013

This batch was analysed by our Quality Controi Department arid meets the registred specifications.

This document has been produced electronically
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Rue De I'industrie 33 Edition date : 07/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 7/7
Tel: +33-(0)4 56 66 00 50

DELPHARM . gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4x772 Batch FP N4X728
RENNIE 145 pp 1600309
Material Number : 8 GCRR6906 Instruction number for the analysis :|110PEQ13
Analysis number : 38 674

2000410 / CARBONATE DE CALCIUM 35 0G VRAC /1000181941

Test . Result Specification

Appearan‘ce. . Corresponds Corresponds

ID Carbonate Positive Positive

ID Calcium Positive Positive

Loss on drying 0.1 <=2.0%

Bulk density 0.7  >207-<=0g9
Calcium carbonate (ref to dired subst) 99.2 >=98.5 - <=100.5 %

Quality Control by :
Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

This batch was analysed by our Quaiity Control Department and meets the registred specifications,

This document has been produced electronically
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