NEPXKABHA COYXKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEDBI

npos. Haaii Csitanuuoi, 3. 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BUCHOBOK
npo sIKicTL BBE3CHOIO B Ykpainy Jikapchkoro 3acoby

27.01.2025 Ne 3434/25/26

PEHHI® BE3 IYKPY
(nakiMenyBanis Jikapeskoro 3aco0y 3TN0 3 peccTpatiiinim NOCBIAYCHHSM)
rabaerkn Ay BaAbHi 3 M'SITHHM CMAKOM, T10 12 rabaerox y Gaicrepi 3 nepdopauicio, 1o 2
GaicTepd B KApTOHHI kopooui
(popma BUMYCKY . JIO3YBAHHSA, BHA naxyBaHiis nikapcbkaro 3acody)

Homep peecTpaLliitHoro nocsiguents UA/6025/01/01 crpok aii peecTpauiiHoro nochinteHHA HeobMmeneHnH

Cepis nikapckkoro 3acody N N4Y510 KinbKicTh BBE3EHOTO NIKAPCHKOID 3aC00Y 137232
BupoBuuk JessQapm laiapi, panLis
(HadmenysaiHs BupoSunka nikapeLkoro sacoly. wpaiva [OXOJOKCHHHA)
Baesero 8 Ykpainy TosapucTno 3 00MEKEN010 siznonigaapuictio "Baiiep”, inenr. won:
22911794

(Haitmely Baniis Ta KO 38 CHPTIOY wopiuuiof ocobu aBo npissuine, iM's, 1o Garbiconi Qiswol
0COBH ~ MIAAPHOMUA, TT MICUE TPOIHBAHIS T4 peccrpattifinnil HOMCP 06AIKOBOT KAPTKH NIATHUER
nofaTkis a0 cepis TA HOMEp TCNopTa)

TIPOTOKON BisyATLHOTO KONTPOIIO Bl 27.01.2025 N2 190/01.10-25/1.

3a pe3ynma7amn ACPHKABHOIO KOHTPOIO BCTAMORBNIEHO, WO ﬂil(a]’)CbKMﬁ 3aci®  Bpe3eHo B YKpEl'l'Hy 3

JOTPUMAHAHM sumor 3AKOHOABCTHA LLOAO 3a6e3NeHEHHA aKocTl NiKgpPLKHX 3ac0Bis.

Muxona XOJIOJJEHKO

(niane) (iniuiaeut ra npiseine)

A{ﬂ [ /\/’2 2 2 UD

3. of @éj)z/(yi




Pye Jle Iupactpie 33

74240 Taitapa
Dpantist Po3apykoBaHo: 05.12.2024
‘ Ten: +33-(0)4 56 66 00 50 fétmp m{n{w/};m: !
DELPHARM gaillard@delpharm.com FOpiHia:
GAILLARD

Cepmudpikam cepil
cepist N4Y510
PEHHI® BE3 LIYKPY 3 M'ATHUM CMakom (139) TabnieTkn Ne24 UA 1600243

MaTepiansHuii Homep: 80780657
KpaiHa imnopTep: Ykpaida [Jata supobHuuTBa: 21.11.2024
Anania Ne: 39718 TepMiH npuaaTHoCTi: 11.2027

Bxntovae cepil:
N4X500 -
N4X705
N4Y593
N4Y594

Bupo6HULITBO Ta NaKyBaHH:A: y
Llenstapm latiapg, 33 By, lhpactpi, TAVUAPT, dpaHuis
TiueHais Ha BUPOBHUUTBO N° 2024 274 1-13.09.2024

Posmip Ta TUN NaKyBaHHA: ro 2 Gnictepu 3 12 XyBanbHUMU TabneTtkamu
PeecTpauiiine caigoutso Ne: UA/6025/01/01
KpaiHa BUpOGHUK: dpaHuifa

PoaMip cepil (KINbKICTL yNakoBOK): 137232

Cuna fiilakTUBHICTb!
Kanbuito kapBoraty: 680 mr/Tabn.
Martito kapBonarty: 80 mr/Tabn.

BmicT MgO & crposmHi (%): 42,1
Bumict CaCO3 B cupoBuHi (%): 99,6

KoHTpornb sKOCTi .
Jenbdapm [aliapa, 33 Byn. igactpi, TANAP[, dpanuis

List cepis byna npoaHanizoBaHa Halum BiAiNoM KOHTPOIO aKkocTi Ta BiAnoBsifae 3apeecTpoBaHm cneuudikauiam

05.12.2024

PIERRE Caroline nionuc

Lle# AOKYMEHT CHOPMOBAHO B erIeKTPOHHOMY BUTNAA




Pye Je Inmactpie 33

74240 Taitapk
Opanis Po3apyKoBaHo: 05.12.2024
Tes: +33-(0)4 56 66 00 50 }é"““.p ““an/"‘s""" ‘
DELPHARHN gaillard@delpharm.com TOpIHKa:
GAILLARD
Cepmudbikam aHanisy
cepin N4X500 cepist roToBOrO NPOAYKTY N4Y510
PEHHI® BE3 LIYKPY 3 M'ATHUM CMakom (139) TabneTku Ne24 UA 1600243
MaTepianbHuiA Homep: GCSS5330 JHCTYKLIAHKA HOMEP: 110PE021
Awnania Ne: 39578
TecT Bumoru MKA PeaynbTart
3anax 3 3anaxoM M'ATU Bipnoeigae
Onuc Bini i3 kKpemMoBUM BiATIHKOM kBagparhi TabneTku i3 BBIrHyTUMUY
MOBEPXHSIMY, 3 BIATUCKOM *RENNIE” Ha 060X cTOpoHax Bignoeinae
TabneTku
CepepnHs Maca 1,193 -1,318r 1,253
TeeppicTb \ 80 — 125 HbtoTOH 106
OpHopiaHICTE Macu \ Y BignoBigHOCTI [0 BUMOT EBsponelckki dapmakonei Bignosinae

laeHTUdikalia akTMBHUX iHrpeicHTIB

Kanbuin MNo3UTUBHO Mo3nuTuBHO
MarHin Mo3UTUBHO Mo3nTUBHO
KapBoraTut MoauTtuBHO MoanTnBHO

KinbkicHe BU3Ha4YeHHA

Kanbujto kapboHaT 646 - 714 mr/tatn. 679
MarHito kapboHaT \ 76.0 — 84.0 mr/tabn. _ 79,6

KOHTPOSb AKOCT .
Densdapm ahapa, 33 gyn. IHpacTpi, TAVAPL, ®paHuis

NaHa cepis npoaHanisosaHa Hallm BiAAINOM KOHTPOMIO akocTi | Bignosiaae BuMmoraM cneuudikaLyi.

Lle# pokymeHT cpOPMOBAHO B ENEKTPOHHOMY Burnagai




Pye Je lupactpie 33

74240 Taitapi
Dpannisn
Ten: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com
GAILLARD

Cepmucpikam aHasnisy

cepis N4X705 cepisi roT0BOrO npoaykty N4Y510

Po3pyKOBaHO: 05.12.2024
Homep pujanus: 1
Cropiuka: 3/5

PEHHI® BE3 LIYKPY 3 M'ATHM CMaKOM (139) TabneTku Ne24 UA 1600243

MaTepianbHuii HoMep: GCSS5330 JHCTYKLItHWA HOMeD: 110PE021
Axania Ne: 39623
Tect N Bumoru MKS \ PesynbTar
3anax \ 3 3anaxoM M'AT! \ Bignosigae
onuc Bini i3 KPEMOBVM BIATIHKOM kBapaTHi TabneTku i3 BBIrHYTUMMN
fIOBEPXHAMY, 3 BIATUCKOM “RENNIE” Ha 060X CTOpOHaXx Biqnoai,qae
TabneTkun
CepepgHs Maca 1,193 -1,3187r 1,256
TeeppicTb 80 — 125 HbloTOH 106
OpaHopiAHICTL Macu Y BifgnoBigHOCTI 40 BUMOT €sponeWicbkii dapmakonei Bignosig;ag—__j
|neHTHiKaLia aKTUBHUX iHrpenieHTiB
Kanbui l Mo3uTuBHO MoautusHO
Marhi# \ MNosutuBHO Mo3uTnBHO
Kapboxatu \ MosuTusHO Mo3anTNBHO
KinbKkicHe BU3Ha4YeHHsA
KanbLito kapBoHaT 646 - 714 mr/Tabn. 679
Watho kapGoHaT ‘ 76.0 — 84.0 mr/Tabn. l 80,0

KOHTpOSib AKOCTI 5
[ensdapm anapa, 33 gyn. Ingactpi, FANAPL, ®paHuis

[lana cepisi npoaHaniaosara HallWMM BIALINOM KOHTPOIHO akocTi | BiANoBiAae BuMoraM cneuudikauii.

Llieit AOKYMEHT C(hopMOBaHO B eneKTPOHHOMY BUrNALI




Pye e Innactpic 33
74240 Taitapa

Dpantis

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

Po3apyKOBaHO: 05.12.2024
Homep Bupanus: |

PELPHARM gaillard@delpharm.com Cropira: 4/5
GAILLARD
Cepmudpikam aHanisy
cepis N4Y593 cepisi FOTOBOFO NPOAyKTy N4Y510
PEHHI® BE3 LIYKPY 3 M'ATHAM CMakom (139) Tabnetxu Ne24 UA 1600243
MaTepiankHui Homep: GCSS5330 JHCTYKUiAHWA HOMED: 110PE021
AHanis Ne: 39 632
‘—, Tecr l Bumorn MKA PeaynkTat
\Eanax 3 3anaxoMm M'aTtu \ Binnosinae
Onuc Bini i3 KpeMOBUM BIZTIHKOM kBagpaTHi TabneTtku i3 BBIrHYTUMNA
roBEpPXHAMU, 3 BIATUCKOM “RENNIE” Ha 060X cTOpOHaX Bianoginae
TabneTku
CepepHa maca 1,493 -1,3187r1 . 1,253
TeepaicTb 80 — 125 HetoTon J 106
OpHopiAHICTL Macu l Y signosigHoOCTi 40 BUMOT EBponeiceKin dapmakonei Bianoeinae
laeHTUdikalin akTUBHUX iHrpedieHTie
Kanbuin \ Mo3uTuBHO T Mo3uTuBHO
MarHin MosuTuBHO MoantneHo
Kapboxatu MNo3uTusHoO [Mo3nTUBHO

KinbkicHe BU3Ha4eHHSA

Karbuijto kapboHart 646 - 714 mr/Tabn.

679

MarHito kapBoHaT —l 76.0 — 84.0 mr/Tabn.

\ 80,2

KOHTpOSib AKOCTI .
[enscapm Manapa, 33 myrl. IHpacTpi, FANAPL, dpanuis

[ana cepis npoaHanizosaHa Hatlum BiAAINOM KOHTPOMIO axocTi | BigNoOBiAaE BUMOram crieuudikadii.

Lieit nokyMerT cpopMOBAaHO B €NeKTPOHHOMY surnsai




Pyc Jle Inmactpie 33
74240 Iaitap
Mpanuin

Ten: +33-(0)4 56 66 00 50 Howmep naiti: 1

Pozapyxosaro: 05.1 2.2024

RELPHARM gaillard@delpharm.com Cropiia; 5/5
GAILLARD
Cepmucbikam aHanisy
cepis N4Y594 cepis roToBOro NpoayKTy N4Y510
PEHHI® BE3 LIYKPY 3 M'ATHUM CMakoMm (139) TabneTku Ne24 UA 1600243
MaTepianbHuia Homep: GCSS5330 IHCTYKLUIAHWA HOMeEp: 110PE021
AHanis Ne: 39638
TecT Bumoru MK#A Pesynbrar

3anax 3 3anaxom M'sTu Bipnosigae
Onuc Bini i3 KPEMOBUM BILTIHKOM kBagpaTHi TabneTky i3 BBITHYTUMU

NOBEpPXHAMY, 3 BIATUCKOM “RENNIE” Ha 060X cTopoHaXx Bignosifae

Tabnertku
CepepnHa maca 1,193-1,318r 1,255
TeepaicTb 80 — 125 HboToH 106
OpHOpigHICTL Macu Y signosigHocTi 4o BUMOT €BsponecsKin dapmakonei Bianoeinae

|aeHTUdIKaLIA aKTUBHUX iHrpegicHTiB

KanbLin Mo3UTUBHO Mo3nThBHO
Marwin [Mo3nTUBHO ' Mo3nTUBHO
Kap6oHaTtu Mo3nuTUBHO MoanTuBHO

KinbkicHe BU3HA4YeHHA

Kanbuito kapBoHaT 646 - 714 mr/tabn. 680

Marhito kapboHaT 76.0 — 84,0 mr/Tabn. 80,4

KOHTpONb SIKOCTI ;
Jenbdapm larapa, 33 myn. IngacTpi, rANAPL, ®panuin

[aHa cepis fpoaHanizoBaxa Halum BiAAINOM KOHTPONIO AKOCTI | Bimnosifgae BuMoram cneuudikauil.

Lieit AokymeHT cchopMOBaHO 8 eneKTPOHHOMY BUMNALI




Edition date : 05/12/2024
Edition number : 1
Page : 1/13

Rue De lindustrie 33

74240 Gailtard
FRANCE

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

GAILLARD

Certificate of Compliance

Batch N4Y510
RENNIE sugar free with spearmint (139) TABL 24 UA 1600243

Material Number : 80780657 Manufacture Date : 21-Nov.-2024

importing country : UKRAINE
Analysis number : 39718

Included SF bhatches
N4X500
N4X705
N4Y593
N4Y594

Expiry Date : 11-2027

Manufacturing and Packaging by :
Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE- Authorization Number : n° 2024_274_1 - 13.09.2024

Packaging size / type 2 plisters with 12 chewable tablets

Marketing authorization UA/6025/01/01

number

Country of manufacturing FRANCE

Batch quantity accepted 137232

(packing units)

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

Calcium carbonate : 680 mg/tablet 421 CaCo3 content of input material (%)

Magnesium carbonate 80 mg/tablet :
99,6

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.

5-Dec.-2024
PIERRE Caroline

This document has been produced electronically




DELPHARM

GAILLARD

Material Number .
Analysis number :

Test

Rue De lindustrie 33

74240 Gaillard
FRANCE

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

Odour: Odour of spearmint

Appearance: Cream white square tablets, with
concave surfaces, engraved "RENNIE"on both faces

Average mass

Hardness

Uniformity of mass (PH EUR)

ID Calcium
ID Magnesium
|D Carbonate

Calcium carbonate

Magnesium carbonate

Quality Control by :

GCSS5330

Result

Corresponds

Corresponds

1.253

106
Corresponds
Positive
Positive
Positive

679

79.6

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

Certificate of Analysis

Batch SF N4X500 Batch FP N4Y510
RENNIE SP SS (139) 1600243

Instruction number for the analysis :110PE021

Specification

Corresponds

Corresponds

1,193-1,318¢g

80 - 125 Newton

Corresponds
Positive
Positive

Positive

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

Edition date ; 05/12/2024
Edition number : 1

Page : 2/13

This batch was analysed by our Quality Contro

This document has been produced electronically

| Department and meets the registred specifications.




Rue De lindustrie 33 Edition date : 05/12/2024
74240 Gaillard Edition number : 1
FRANCE Page : 3/13
Tél : +33-(0)4 56 66 00 50

BELPHARN gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X500 Batch FP N4Y510
RENNIE SP SS (139) 1600243
Material Number : GCSS85330 Instruction number for the analysis :110PE021
Analysis number ! 39578

2000244 | CARBONATE DE CALCIUM 35 OG SAC / 1000177581

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 dried subst) 99.6 >=98.5 - <=100.5 %
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




BELPHARM
‘ GAILLARD

Material Number :
Analysis number :

79131500 / MAGNESIUM CARBON

Test

Appearance
Volumic mass
|ID Carbonate
ID Magnesium

Solution colour

Rue De l'industrie 33

74240 Gaillard
FRANCE

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

Certificate of Analysis

Batch SF N4X500 Batch FP N4Y510

RENNIE SP SS (139) 1600243

Water soluble substances

Chlorides
Sulphat
Calcium

lron

Insoluble in acetic acid

Magnesium (MgO)

Quality Control by :
Delpharm GAILLARD, Rue De lindustrie 33, Gailla

GCSS5330

Result
Corresponds
0.51

Positive
Positive
Corresponds
0,6

<=700 ppm
<=0.6 %
<=0.75 %
<=400 ppm
0.00

421

rd, FRANCE

ATE LOURD / 1000177866

Specification

Corresponds

>=0.45 - <= 0.56 g/mL

Positive

Positive
Corresponds

<=1.0 %

<=700 ppm

<=0.6 %

<=0.75%

<=400 ppm
<=0.05%
>=40.0-<=45.0%

Edition date ; 05/12/2024
Edition number : 1
Page : 4/13

Instruction number for the analysis :|110PE021

This batch was analysed by our

This document has been produced electronically

Quality Control Department and meets the registred specifications.




Rue De l'industrie 33

74240 Gaillard
FRANCE

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

GAILLARD

Edition date : 05/12/2024
Edition number : 1

Certificate of Analysis

Batch SF N4X705 Batch FP N4Y510
RENNIE SP SS (139) 1600243

Material Number : GCSS5330

Analysis number : 39623

Test Result
Odour: Odour of spearmint Corresponds
Appearance: Cream white square tablets, with Corresponds
concave surfaces, engraved "RENNIE"on both faces

Average mass 1.256
Hardness 106
Uniformity of mass (PH EUR) Corresponds
ID Calcium Positive

ID Magnesium Positive

D Carbonate Positive
Calcium carbonate 679
Magnesium carbonate 80.0

Quality Control by :

Delpharm GAILLARD, Rue De Pindustrie 33, Gaillard, FRANCE

instruction number for the analysis :11OPE021

Specification

Corresponds

Corresponds

1,193-1,318¢

80 - 125 Newton
Corresponds

Positive

Positive

Positive

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

Page : 5/13

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 ; 05/12/2024

74240 Gaillard Edition number : 1
FRANCE Page : 6/13

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

GAILLARD
Certificate of Analysis
Batch SF N4X705 Batch FP N4Y510
RENNIE SP SS (139) 1600243
Material Number : GCSS5330 instruction number for the analysis :110PE021
Analysis number : 39 623

2000244 | CARBONATE DE CALCIUM 35 OG SAC / 1000177581

Test Result Specification
Appearance : Corresponds Corresponds

|D 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 dried subst) 99.6 >=98.5 - <=100.5 %
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




DELPHARM
GAILLARD

Material Number :
Analysis number :

79131500 / MAGNESIUM CARBO

Test

Appearance
Volumic mass
ID Carbonate
ID Magnesium

Solution colour

Rue De lindustrie 33

74240 Gaillard
FRANCE

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

Certificate of Analysis

Batch SF N4X705 Batch FP N4Y510

RENNIE SP SS (139) 1600243

Water soluble substances

Chlorides
Sulphat
Calcium

Iron

Insoluble in acetic acid

Magnesium (MgO)

Quality Control by :
Delpharm GAILLARD, Rue De lindustrie 3

GCSS5330

Result
Corresponds
0.51

Positive
Positive
Corresponds
0,6

<=700 ppm
<=0.6 %
<=0.75 %
<=400 ppm
0.00

42.1

3, Gaillard, FRANCE

NATE LOURD / 1000177866

Specification

Corresponds

>=0.45 - <= 0.56 g/mL

Positive

Positive
Corresponds

<=1.0 %

<=700 ppm

<=0.6 %

<=0.75 %

<=400 ppm
<=0.05%

>= 40.0-<=45.0 %

Edition date : 05/12/2024
Edition number : 1
Page : 7/13

Instruction number for the analysis :110PE021

This batch was anal

This document has been produced electronically

ysed by our Quality Control Department and meets the registred spe

cifications.




DELPHARM
GAILLARD

Rue De lindustrie 33

74240 Gaillard
FRANCE

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

Edition date : 05/12/2024
Edition number : 1
Page : 8/13

Certificate of Analysis

Batch SF N4Y593 Batch FP N4Y510
RENNIE SP SS (139) 1600243

Material Number : GCSS85330

Analysis number : 39632

Test Result
Odour: Odour of spearmint : Corresponds
Appearance: Cream white square tablets, with Corresponds
concave surfaces, engraved "RENNIE"on both faces

Average mass 1.253
Hardness 106
Uniformity of mass (PH EUR) Corresponds
ID Calcium Positive

ID Magnesium Positive

ID Carbonate Positive
Calcium carbonate 679
Magnesium carbonate 80.2

Quality Control by :

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Instruction number for the analysis :110PE021

Specification

Corresponds

Corresponds

1,193-1,318¢

80 - 125 Newton
Corresponds

Paositive

Positive

Positive

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

This batch was analysed by our Quality

This document has been produced electronically

Control Department and meets the registred specifications.




Rue De lindustrie 33 Edition date : 05/12/2024

74240 Gaillard Edition number : 1
FRANCE Page : 9/13

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

GAILLARD
Certificate of Analysis
Batch SF N4Y593 Batch FP N4Y510
RENNIE SP SS (139) 1600243
Material Number : GCSS5330 Instruction number for the analysis :|10PE021
Analysis number : 39632

2000244 | CARBONATE DE CALCIUM 35 OG SAC / 1000177581

Test Result Specification
Appearance Corresponds Corresponds

1D 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 dried subst) 99.6 >=98.5 - <=100.5 %

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




DELPHARBRM
GAILLARD

Material Number :
Analysis number :

79131500 / MAGNESIUM CARBO

Test
Appearance
Volumic mass
D Carbonate
ID Magnesium

Solution colour

Rue De lindustrie 33

74240 Gaillard
FRANCE

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

Certificate of Analysis

Batch SF N4Y593 Batch FP N4Y510

RENNIE SP SS (139) 1600243

Water soluble substances

Chlorides
Sulphat
Calcium

Iron

Insoluble in acetic acid

Magnesium (MgO)

Quality Control by :

GCSS5330

Resuit
Corresponds
0.51

Positive
Positive
Corresponds
0,6

<=700 ppm
<=0.6 %
<=0.75 %
<=400 ppm
0.00

42.1

Delpharm GAILLARD, Rue De llindustrie 33, Gaillard, FRANCE

NATE LOURD / 1000177866

Specification

Corresponds

>=0.45 - <= 0.56 g/mL

Positive

Positive
Corresponds

<=1.0 %

<=700 ppm

<=0.6 %

<=0.75 %

<=400 ppm

<= 0.05 %

>=40.0 -<=45.0 %

Edition date : 05/12/2024
Edition number : 1
Page : 10/13

instruction number for the analysis 110PE021

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

This document has been produced electronically

ications.




Rue De Tindustrie 33

74240 Gaillard
FRANCE

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

GAILLARD

Edition date :

05/12/2024

Edition number : 1

Certificate of Analysis

Batch SF N4Y594 Batch FP N4Y510
RENNIE SP SS (139) 1600243

Material Number : GCSS5330

Analysis number . 39638

Test Result
Odour; Odour of spearmint Corresponds
Abpearance: Cream white square tablets, with Corresponds
concave surfaces, engraved “"RENNIE"on both faces

Average mass 1.255
Hardness 106
Uniformity of mass (PH EUR) Corresponds
{D Calcium Positive

ID Magnesium Positive

{D Carbonate Positive
Calcium carbonate 680
Magnesium carbonate 80.4

Quality Control by :

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Instruction number for the analysis 110PE021

Specification

Corresponds

Corresponds

1,193-1,318 g

80 - 125 Newton
Corresponds

Positive

Positive

Positive

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

Page : 11/13

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 : 05/12/2024
74240 Gaillard Edition number : 1
FRANCE Page : 12/13
Tél : +33-(0)4 56 66 00 50

BELPHARM gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4Y594 Batch FP N4Y510
RENNIE SP SS (139) 1600243
Material Number : GCSS5330 Instruction number for the analysis :1M10PE021
Analysis number ! 39 638

2000244 | CARBONATE DE CALCIUM 35 OG SAC / 1000177581

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 dried subst) © 996 >=08.5 - <=100.5 %
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.
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DELPHARMW
GAILLARD

Material Number :
Analysis number :

Rue De l'industrie 33

74240 Gaillard
FRANCE

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

Certificate of Analysis

Batch SF N4Y594 Batch FP N4Y510

RENNIE SP SS (139) 1600243

GCSS5330

79131500 / MAGNESIUM CARBONATE LOURD / 1000177866

Test
Appearance
Volumic mass
{D Carbonate
ID Magnesium

Solution colour

Water soluble substances

Chlorides
Sulphat
Calcium

Iron

Insoluble in acetic acid

Magnesium (MgO)

Quality Control by :

Resuit
Corresponds
0.51

Positive
Positive
Corresponds
0,6

<=700 ppm
<=0.6 % .
<=0.75 %
<=400 ppm
0.00

421

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Specification

Corresponds

>= 0.45 - <= 0.56 g/mL

Positive
Positive
Corresponds
<=1.0 %
<=700 ppm

<=0.6 %

<=0,75 %
<=400 ppm
<=0.05%

>=40.0-<=45.0%

Edition date : 05/12/2024
Edition number : 1
Page : 13/13

Instruction number for the analysis :110PE021

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