JEPXABHA CJIYXKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanit Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon CJIPITIOY 37079055

BUCHOBOK
Npo AKicTHL BBE3CHOr0 B YKpainy Jikapebroro sacody

04.04.2024 Ne 17720/24/26

PEHHI® 3 ANTEJLCUHOBUM CMAKOM

{(HaRMCHY BRI ATKAPCLKOTO 3ucoly 3rijno 1 peceTpistiiiin NOCBLICHIIANM)
TabaeTkH xKyBaXLi; no 12 Taduerok y Gaicrepi 3 nepdopauicio; 1o 2 Gaicrepn B
Kkapronuii Kopooui

(hopma BRRYCKY. JO3YBaNA, BHA NAKYB&IIS AikaperKoro 3acody)

Homep peecrpauiittioro nocsizuenns LIA/7799/01/01 cvpok aif pecerpaiifinoro nocsiasctins neofmenennil
Cepin nikapchkoro sacofy Ne N4K491 IGinbkicTb Bue3cHoro Aikapenkoro sacoby 65568

BupoGHnk Jlensdupm laiiapy, Opaniis

(rattsienysaimst npaGuuka AiKAPCLKOTO 3100y, KPATHA NOXOLKCHIN)

Beesero B Ykpaiy ToBapucTBO 3 0BMEKEHOI0 BiNOBIAILIICTIO "Bakep", inewr. wo:
22911794

(aisenyaain ra kot s C/PTIOY opisunet ocodu ato npiznmie, M9, 1o Grurosi
izt ocolis ~ pianpiesig, 7§ MICHC HPORIBRINGL T pecerpaltditingii osep abairosot
KAPTRI 1L K poAaTKi 300 cepid T 1HoMEp aciopTa)

Npotokoa isyanstoro xowrpomo sin 04.04.2024 Ne 111 1/1.

3a  pesynnbTaTaMi  IEPHABHOTO  KOWTPOAIO  BCTAHOBACHO.  (HO alkapenkuii  sacif meescno 6 Yrpainy

le'I‘pHM‘aHHSIM BUMOT 3aKOHOLIRSTHA 111040 3alesiicuetng AKOCTI JiKa X 3acoBis.
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Rue De l'industrie 33 Edition date ; 22/02/2024

74240 Gaillard Edition number : 1
FRANCE Page: 1/10

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

GAILLARD
Certificate of Compliance
Batch N4K491
RENNIE OR (566) TABL 24 UA 1600323
Material Number : 80779276 Manufacture Date : 14-Feb.-2024
Importing country : UKRAINE
Analysis number : 30 499
Included SF batches
N4K143
N4K144
N4K145

Expiry Date : 02-2027

Manufacturing and Packaging by :
Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE- Authorization Number : n®° M17/232 - 03.11.2017

Package size / type 2 blisters with 12 tablets
Marketing authorization UA/7799/01/01

number

Country of manufacturing FRANCE

Batch quantity accepted 65 568

(packing units)

Strength/Potency MgO content of input material (%) :
Calcium carbonate: 680 mg/tablet 41,6% CaCo3 content of input material (%)

Magnesium carbonate heavy: 80 mg/tablet :
98,9%

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.

22-Feb.-2024
PIERRE Caroline

This document has been produced electronically




Rue De lindustrie 33 Edition date : 22/02/2024
74240 Gaillard Edition number :
FRANCE Page : 2/10
Tél : +33-(0)4 56 66 00 50

DELPHRARM gallard@delpharm.com

GAILLARD
- - -
Certificate of Analysis
Batch SF N4K143 Batch FP N4K491
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 30 145
Test Result Specification
Appearance:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.355 1,286 - 1,422 g
Hardness 105 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 667 646 - 714 mg/tablet
Magnesium carbonate 78.4 76,0 - 84,0 mg/tablet

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 document has been produced electronically




DELPHARM

Rue De l'industrie 33

74240 Gaillard
FRANCE

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

GAILLARD

Material Number :
Analysis number :

Test

Appearance

Volumic mass

ID Carbonate

ID Magnesium
Solution colour

Water solubie substances
Insoluble in acetic acid
Chlorides

Sulphat

Calcium

Iron

Magnesium (MgO)

Quality Control by :

Certificate of Analysis

Batch SF N4K143 Batch FP N4K491

RENNIE ORANGE (566) 1600323

79124799

30 145

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000150194

Result
Corresponds
0.46
Positive
Positive
Corresponds
0.4

0.01

<=700 ppm
<=0.6 %
<=0.75%
<=400 ppm
41.6

Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE

Specification

Corresponds

>= (.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 : 22/02/2024
Edition number : 1
Page : 3/10

Instruction number for the analysis :110PE164

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

This document has been produced electronically
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74240 Gaillard
FRANCE

Rue De lindustrie 33

Tél: +33-(0)4 56 66 00 50

BELPHARM gallard@delpharm.com

GAILLARD

Batch SF N4K143 Batch FP N4K491
RENNIE ORANGE (566) 1600323

Material Number :
Analysis number :

Certificate of Analysis

79124799

30 145

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000153930

Test

Appearance

|D Carbonate

ID Calcium

Loss on drying

Bulk density

Lead (Supplier CoA)
Arsenic (Supplier CoA)
Vanadium (Supplier CoA)
Cadmium (Supplier CoA)

Calcium carbonate (ref to dired subst)

Quality Control by :

Result
Corresponds
Positive
Positive
0.1

0.7

0.20
<0.5

<5

<0.2
98.9

Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE

Specification
Corresponds
Positive
Positive
<=2,0%
>=0,7 -<=0.9
<=0.33 ppm
<=1ppm

<10 ppm
<=0.31 ppm
>=98.5 - <=100.5 %

Edition date : 22/02/2024
Edition number : 1
Page : 4/10

instruction number for the analysis :110PE164

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

This document has been produced electronically




Rue De l'industrie 33 Edition date : 22/02/2024
74240 Gaillard Edition number :
FRANCE Page : 5/10
Tél : +33-(0)4 56 66 00 50

DELPHARM gallard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4K144 Batch FP N4K491
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 30 156
Test Result Specification
Appearance:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.349 1,286 - 1,422 g
Hardness 107 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 670 646 - 714 mg/tablet
Magnesium carbonate 78.2 76,0 - 84,0 mg/tablet

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 document has been produced electronically
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BELPHARM
GAILLARD

Material Number :
Analysis number :

79137810 / MAGNESIUM CARBONATE LOURD (A) BB /1000150194

Test

Appearance
Volumic mass
ID Carbonate
ID Magnesium

Solution colour

Rue De findustrie 33
74240 Gaillard

FRANCE

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

Certificate of Analysis

Batch SF N4K144 Batch FP N4K491

RENNIE ORANGE (566) 1600323

Water soluble substances

Insoluble in acetic acid

Chlorides
Sulphat
Calcium
Iron

Magnesium (MgO)

Quality Control by :

79124799

Result
Corresponds
0.46
Positive
Positive
Corresponds
0.4

0.01

<=700 ppm
<=0.6 %
<=0.75%
<=400 ppm
41.6

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-<=450%

Edition date : 22/02/2024
Edition number : 1
Page : 6/10

instruction number for the analysis :I10PE164

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

This document has been produced electronically




74240 Gaillard
FRANCE

Rue De l'industrie 33

Tél : +33-(0)4 56 66 00 50

BELPHARBY gallard@delpharm.com

GAILLARD

Batch SF N4K144 Batch FP N4K491
RENNIE ORANGE (566) 1600323

Material Number :
Analysis number :

Certificate of Analysis

79124799
30 156

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000153930

Test

Appearance

|D Carbonate

ID Calcium

Loss on drying

Bulk density

Lead (Supplier CoA)
Arsenic (Supplier CoA)
Vanadium (Supplier CoA)
Cadmium (Supplier CoA)

Calcium carbonate (ref to dired subst)

Quality Control by :

Result
Corresponds
Positive
Positive
0.1

0.7

0.20
<0.5

<5

<0.2
98.9

Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE

Specification
Corresponds
Positive
Positive
<=2.0%
>=0.7 - <= 0.9
<=0,33 ppm
<=1 ppm

<10 ppm
<=0.31 ppm
>=08.5 - <=100.5 %

Edition date : 22/02/2024
Edition number : 1
Page : 7/10

instruction number for the analysis :I10PE164

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

This document has been produced electronically




Rue De l'industrie 33

74240 Gaillard
FRANCE

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

GAILLARD

Edition date :

22/02/2024

Edition number :

Certificate of Analysis

Batch SF N4K145 Batch FP N4K491
RENNIE ORANGE (566) 1600323

Material Number : 79124799

Analysis number : 30 162

Test Result
Appearance:Cream white square tab with concave Corresponds
surfaces engraved 'RENNIE' on both faces,odour

orange

Average mass 1.353
Hardness 103
Uniformity of mass (PH EUR) Corresponds
ID Calcium Positive

ID Magnesium Positive

ID Carbonate Positive
Calcium carbonate 669
Magnesium carbonate 77.3

Quality Control by :

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Instruction number for the analysis :I10PE164

Specification

Corresponds

1,286 -1,422 g

80 - 120 Newton
Corresponds

Positive

Positive

Positive

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

Page : 8/10

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

This document has been produced electronically




RELPHARM
GAILLARD

Material Number :
Analysis number ;

79137810 / MAGNESIUM CARBONATE LOURD (A) BB /1000150194

Test
Appearance
Volumic mass
ID Carbonate
ID Magnesium

Solution colour

Rue De lindustrie 33
74240 Gaillard

FRANCE

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

Certificate of Analysis

Batch SF N4K145 Batch FP N4K491

RENNIE ORANGE (566) 1600323

Water soluble substances

Insoluble in acetic acid

Chlorides
Sulphat
Calcium
Iron

Magnesium (MgQO)

Quality Control by :

79124799

Result
Corresponds
0.46
Positive
Positive
Corresponds
0.4

0.01

<=700 ppm
<=0.6 %
<=0.75 %
<=400 ppm
41.6 ‘

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Specification

Corresponds

>= 045 - <= 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 : 22/02/2024
Edition number : 1
Page : 9/10

Instruction number for the analysis :110PE164

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

This document has been produced electronically




74240 Gaillard
FRANCE

Rue De l'industrie 33

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

GAILLARD

Batch SF N4K145 Batch FP N4K491

Material Number :
Analysis number :

Certificate of Analysis

RENNIE ORANGE (566) 1600323

79124799

30 162

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000153930

Test

Appearance

ID Carbonate

ID Calcium

Loss on drying

Bulk density

l.ead (Supplier CoA)
Arsenic (Supplier CoA)
Vanadium (Supplier CoA)
Cadmium (Supplier CoA)

Calcium carbonate (ref to dired subst)

Quality Control by :

Result
Corresponds
Positive
Positive
0.1

0.7

0.20
<0.5

<5

<0.2
98.9

Delpharm GAILLARD, Rue De l'industrie 33, Gaillard, FRANCE

Specification
Corresponds
Pasitive
Positive
<=2.0 %
>=0.7 -<=0.9
<=0.33 ppm
<=1 ppm

<10 ppm
<=0.31 ppm
>=08.5 - <=100.5 %

Edition date : 22/02/2024
Edition number : 1
Page : 10/10

Instruction number for the analysis :|110PE164

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

This document has been produced electronically
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Pye [le lnnacrpie 33

74240 Taitapn

®panuis

) _ Tem: +33-(0)4 56 66 00 50

DELPHARM gaillard@delpharm.com
QAlLLARD

Cepmudpikam cepii

Posnpyxosano: 22.02.2024
Howmep supanns: |

Cropinka: 1/4

PEHHI® 3 ANENNBCUHOBUM CMAKOM (566) TabneTtku Ne24 UA 1600323

cepia NdK491
MartepianbHuit Homep: 80779276
KpaiHa imnopTep: Ykpaiva [aTa BupobHULTBa: 14,02.2024
Arnanis Ne: 30 499 TepmiH npugaTHocTi: 02.2027
Bkniovae cepii:
N4K143
N4K144
N4K145
BupoGHULTBO Ta NnaKyBaHHS: 5
Oenodapm Marapa, 33 syn. IHgacTpi, TAMAPL, ®paHuis
JliueHsig Ha BupobHUYTBo Ne: M17/232 Big 03.11.2017
Po3mip Ta Tvn nakyBaHHA: no 2 6nictepn 3 12 xyBanbHUMU TabneTkamu
PeecrpauiitHe ceigouTso Ne: UA/7799/01/01
KpaiHa BUpoGHUK: dpaHuis
Po3amip cepil (kinbkicTb ynakoBok): 65 568
Cuna gii/akTUBHICTb!:
Kansuito kapboHaT: 680 mr/Tabn. Bmict MgO B cuposuHi (%): Bmict CaCOs 8 cuposuHi (%):

41.6 98.9
MarHito kapboHaT :
BaXKKWA: 80 mr/Tabn.

KoHTponb siKoCTi . .
Henscapm Mavapn, 33 syn. lnpactpi, TAMAP[, ®paHuin

Lis cepis 6yna npoaHanizoBaHa HawuM Big4iNoM KOHTPOMK AKOCTI Ta Bignosigae 3apeecTpoBaHUM cneundikauiam

22.02.2024

PIERRE Caroline nidnuc

Llet DOKYMEHT cdhopmoBaHO B €MeKTPOHHOMY BUrnsAi




Pye He Inpactpie 33 Posapyxosano: 22.02.2024

74240 Taiiapn Homep sunanus: 1
Opanuis Cropinka; 2/4
, , ) ) Tem: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

QAiLLARYD

Cepmudbikam ananisy
cepis N4K143 cepis rotosoro npoaykry N4K491
PEHHI® 3 ANENbCUHOBUM CMAKOM (566) Tabnetku Ne24 UA 1600323

MaTepiansHuil Homep: 79124799 |HCTPYKUiRHUA HoMep ans ananisy: [M1OPE164
AHania Ne: 30 145
TecT Cneuudikanin PesynbTar
Onuc: Kpemoso-6ini ksagpaTtHi Tabnetku i3
YBirHyTUMU NOBEPXHAMM, 3 BIATUCKOM . .
"RENNIE" Ha 06ox cTopoHax TabneTku 3 Bianosinae
3anaxomM anenbCuHy
CepenHna Maca 1,286 - 1,422 1 1.355r
TeepgicTh 80 - 120 HotoToH 105 HetoToH
OpHopiaHICTL Macu Y BIANOBIAHOCTI A0 BUMOT €Bponencokin Binnosisae
dapmakonei
lneHTudgikauia akTUBHUX iHrpegieHTie
Kanbuin MosutusHo Mo3uTusHO
MarHisi MosutusHo MosutusHo
Kap6oHhatu foautusHo MoauTnsHo
KinbkicHe BU3HauYeHHs
Kanbuito kap6oHaT 646 - 714 mr/tabn 667 mr/Tabn.
MarHito kapboHat 76.0 — 84.0 mr/rabn. 78.4 mr/rabn.

KoHTponk sAKocTi .
Henkdapm Maitapa, 33 Byn. lHpacTpi, TAVAPT, ®panuia

[laHa cepis npoaHanisosaHa HallUM BIg4iNOM KOHTPONO sIKOCTI | BiANoBiAae sBuMoram creuudikauyil.

Liett ookyMeHT cdhopMOBaHO B €NEeKTPOHHOMY BUFMSA




Pye He Innacrpie 33 Posppyxosano: 22.02.2024

74240 Taitapn Howmep sunanns: |
Gpanuis Cropinka: 3/4
v ) , Tem: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

CAlLLAYD

Cepmucdbikam aHanisy
cepisn N4K144 cepis rotosoro npoaykty N4AK491

PEHHI® 3 ANEJIbCUHOBUM CMAKOM (566) TabneTtkn Ne24 UA 1600323

MaTepianbhuil Homep: 79124799 |HCTpYKUiHKA HoMep Ans aHanisy: 110PE164
AHania Ne: 30156
Tect Cneuundpikauin Pesynbrar
Onuc: Kpemoso-6ini ksagpatHi Tabnetku i3
YBIrHyTUMU MOBEPXHAMU, 3 BIATUCKOM : .
“RENNIE" Ha ofox cropoHax TabneTku 3 Bianosinae
3anaxoM anenbCuHy
CepenHA maca 1,286 ~1,422r 1.349r
TeepaicTb 80 - 120 HutoToH 107 HbloTOH
OpgHopigHicTL Macu Y BignosigHocTi A0 BUMOr €BpOnenchKin . .
aHopiAa ac Q)apnrvlakoﬁe'f AO BUAMO pone Bignosigae
laeHTUiIKaUisa akTUBHUX iHrpeaicHTIB
Kanbuit MNosuTtreHo Mo3uTusHO
Marsii MNosuTtueHO fosuTuBHO
Kapb6oHnaTu MoanTtneHO MoauTusHO
KinbkicHe BU3Ha4eHHA
Kanbuio kapboHar 646 - 714 mriTabn 670 mr/Tabn.
Marnito kapGoHaT 76.0 — 84.0 mr/Tabn. 78.2 mr/Tadn.

KoxTpone skocTi .
Henscapm Maapa, 33 syn. IHaacTpi, TAMAPL, ®paHuis

[aHa cepia npoaHanizoBaHa Halvm BiOaiNoM KOHTPOIo AKOCTI i BiAnoBiAae BUMoram creumndikadil.

Lleft flokyMeHT cchopMOBaHO B €MEeKTPOHHOMY BUrNsgi




Pye e Inpactpie 33 Posnpyxosano: 22.02.2024

74240 Taiapa Howmep supanns: |1
Opanuis Cropinka: 4/4
) _ Tem: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

GAiLLARD

Cepmudbikam aHanisy
cepiss N4K145 cepis rotosoro npogykry N4K491
PEHHI® 3 ANNENNbCUHOBUM CMAKOM (566) Tabnetku Ne24 UA 1600323

MaTepianbHuil Homep: 79124799 IHCTpYKUIRHWIA HoMep ans adanisy: [10PE164
Anania Ne: 30 162
Tect Cneuudikauis PesynsTtar
Onuc: Kpemoso-Gini ksagpatHi Tabnerku i3
YBIrHyTUMU NOBEPXHAMM, 3 BiATUCKOM . .
"RENNIE" Ha 06ox cTopoHax TabneTku 3 Bianosinae
3anaxomM anernbCcuHy
CepeflHA Maca -1 1,286 ~1,422r1 1.353r
TeepaicTs 80 - 120 HeroToH 103 HeroToH
OpHopiaHicTs Macu Yy BiAnoBinHOCTi A0 BUMOT €8ponencbkii Bianosinae
dbapmakone
laeHTudpikayis akTUBHKUX iHrpedieHTIB
Kanbuin MosutueHo [NosutneHO
MarHiw Moautuexo ' [MosuTneHO
Kap6oHatu MosuTueHo MNosuTuBHO
KinbkicHe BU3Ha4eHHA
Kansuito kap6oHat 646 - 714 mr/rabn 669 mr/Tabn.
MarHito kapGoHaT 76.0 — 84.0 mr/rabr. 77.3 mr/Tabn.

KoHTpons sikocTi .
[Henbapm Manapg, 33 syn. Ivgactpi, FAUAPL, ®paxuia

HaHa cepia npoaHanisoBaHa HalLUM BIgLINOM KOHTPOSHO AKOCTI i Bignosigae BumMoram cneuudixalyii.

Lier BOKYMEHT chopMOBaHO B €/1EKTPOHHOMY BUTNSA




