W

JIEPIKABHA CHYXBA 3 .J1 IKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHX y m. KUEBI

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

BUCHOBOK
PO fKITTH BBC3CHOrO B Ykpaiuy AikapcbKoro 3acoby

17.12.2024 No 67791/24/26

PEMHI® 3 ATIEJLC MHOBUM CMAKOM

(nalmeHy batns nikapebkoro sacoldy sriuio 3 peceTpaLifiim NOCHIAGCHIHM)
PG ACTICH Y RAALRI, 10 12 TaOJCTOK Y gaicrepi 3 nepdopaicro, 1o 2 GaicTepH B KAPTOHHI
KkopoGui :

(Qopma punycKy, 103y BAKIIS, KW nm{ynm-iuu AKapeLKOro 3acody)

Homep peecrpauifinoro nocsigteiis UA/7799/01/01 crpox aii peecTpauiiitioro nociauenHa feotMexeHni
Cepis nikapcrkoro 3acoGy Ne N4X743 KinbKicTh BBE3EIOrO AiKapehKoro 3acoby 88704

I00BHIE Henndapm Taitap. Mhpannist
(naitsery panns prpoBIiMKa AiKAPCLKOTO sacody, kpaina HOXOIOHEHNS)

o ToBAPHETEOS 3 0GMEKCHOI0 pignosigansnicrio "Bailep”, inenr. wou:
Bresetio B YRpaTHy Y - P
22911794 : :
(HaideHy BAIIA TA KOA 32 CAPIIOY wopiasanoi 0coGi abo NPI3BULLL, iM%, 10 garexoni ¢izugnol
0coB1t « IiANPHEMILS, 1T MiCHE NPOIKHBANIA ra peeeTpaifinui RoMep 06AIKOBOT KAPTKA FAGTHHIA
noaarkin abp cepis ra Homep racnopTa)

T1poTOKA BI3YAILIIOTO KOUTPORIO sin 17.12.2024 N2 4310/1.

3a  pesyibraramit nepﬁcam-&oro KOITPOMO  BCTAHOBACHO, L0 sikapcuknil  3acib  speseno B Yipaidy 3

JOTPHMAHHIAM pumor 3aKONI0AABCTEA WNJLO 3a0e3NECHIA axocti nikgyebinx 3acobis.

é, : Muoita XOJIOAEHKO

(nizinuc) (ininiami 1a Opi3BULic)

(nocano? eob: ('po.tno)

%“ €Leq A\/"I///S/'é"
2Ly ““L;{
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_:‘: Pye Mle Ingacrpic 33 Posupykosario: 13.11.2024
\‘J 74240 Taitapa Homep Bunanns: |
, oy Opanis Cropinka; 1/5
S K Tem: +33-(0)4 56 66 00 50
BELPHARM gaillard@delpharim.com
QriLLany

Cepmuchikam cepii

PEHHI® 3 ATIENIbCUHOBWUM CMAKOM (566) Ta6netku Ne24 UA 1600323

cepin N4AX743
MatepianbHuit Homep: 80779276
Kpaiha imnq;)mp: Ykpaiua [ata supo6HuuTea: 30.10.2024
AHania NQ:' L 38 939 . o Tepnin npuaaTHOCTI: 10.2027

Brntosae cepu
N4X783
N4X785

N4X788
N4X787

BupoBHuuTeO Ta nakysauHs: .
Henwchapm Maitapa, 33 Byn. IHgacTpi, FAVAPL, ®patiuis

NMiuensin Ha BUPNBHUITBO N° 2024 274 1 - 13.09.2024

Poswmip Ta Tun NaxyBaHHs; no 2 6nicteput 3 12 xysanbHuMu TaSneTkamu
PeecTpauiitie ceinoytso Ne: UA/7799/01/01
Kpaina BupoBHUK: ®panuis

Posmip cepii (kifibkicTb ynakosok): 88704

Cuna piilakTuBHICTL:

Kansuio kapGoHat: 680 Mr/Tabn. Bmict MgO 8 cupoBuHi (%): Bumict CaCOs B cuposiHi (%):
o 42.0 99.2 ‘ '

MarHito tap6oHar : -

BaXKii: 80 mr/rabn.

KoHTpoib akocTi .
Bensapw Maitapg, 33 Byn. Inaacpi, FTAMAP[, ®paHuis

L5 cepis Byna rpoananizosata HalwMM BIBAINOM KOHTPOMK SKOCTI Ta BiAnoBinae 3apeecTpoBaHuUM creuumdirkalliom
13.11.2024

PIERRE Caroline niénuc

Lledt LoKyMeHT ChopMOBAHO B €MEKTPOHHOMY BUTTISiA

File: CoA_UKF_RENNIE_OR_NAX743 pof



Pye JTe lumacmpic 23 Posapyxosano: 13.11.2024
74240 Taitapn Homep supanns: |
Dpanuis Cropinka; 2/3
o . ' Tem: +33-(0)4 56 66 00 50
DELBPHARM gaillard@delpharm.com

GAalLLany

Cepmudbikam ananisy
cepis N4X783 cepisn rotosoro npogykry NAX743
PEHH!@ 3 ANENbCUHOBKUM CMAKOM (566) TabneTku N224 UA 1600323

MaTepianbhuii Homep: 79124799 IHCTPYKUiHUI HoMep ang avanisy: 110PE164
Anania Ne: 38 807
TecT Cneundikauin Pesynurar
Onuc: . "‘, . . Kpemoro-6ini keaypatHi Tabnetku is
e . yBIrtyTUMU NOBEPXHAMY, 3 BIATUCKOM : s
. “RENNIE" Ha 06ox cTopoHax TabneTsi 3 Bianosinae
3anaxom anenbcuHy
Cepeans maca ' 1,286 — 1,422 1 1.354
Teepaictb 80 - 120 HutoTon 102 HetoToH
OnHopigHicTt. macu Y BignosigHocTi o BUMOr €Bponencbkin . .
®apmaxonei . Bianosigae
InenTudikauin akTueHuX inrpegicnris .
Kaneiiit MNosutusro MosuTusHO
MarHiis ' MoakTusHo ' MoauTuBHO
Kap6onaru MoautusHo Mosutusto
KinukicHe Bu3HayeHHs
Kanbuiw kap6onar : 646 - 714 mr/frabn 663 mr/rabn.
MarHito kap6oHar 76.0 ~ 84.0 mr/taén. 81.8 mr/Tabn.

KoHTponb sikocTi . :
Henbdapm Maitapg, 33 syn. IHgacTpi, TAUAPL, ®patuis

HaHa cepis npoananizosaHa HawwiuM sigainom KOHTPOIIO AKOCTI | Bignosiaae BuUMoram cnieyudikalyii.

Lleit BokyMeHT cchopmoBaHo B EI1eKTPOHHOMY BUrnaai

File: CoA_UKR_RENNIE_OR_N4X743.pdf



Pye Je lipacrpic 33 Posapykosano: 13.11.2024

74240 aiapy, Howmep sinanns: |
Dpannis Cropinka; 3/5

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

DELPHARM gaillard@delpharm.com

aailLann

Cepmucdpikam aHanisy
cepias N4X785 cepis rotosoro npogykry NAX743

PEHHI® 3 AMENbCUHOBUM CMAKOM (566) rabnerxu Ne24 UA 1600323

Matepianbiiuii Homep: 79124799 IHCTPYXULIAHUA HOMep AnA aHaniay: 110PE164
Axanis Ne: 38 816
", Tecrt Crieuudikauin " Pesynbrar
onuc: ;- " 3 ' KpemoBo-6ini ksagpathi TabneTku is
E A yBiriyTuMmn nosepxHamMu, 3 BiATUCKOM : ;
“RENNIE" Ha 060X cTopoHax TabneTku 3 Bianosinae
3anaxoM anenbcuHy
Cepenhs maca 1,286 -1,422r 1.351r
Teepgicre 80 - 120 HbloToH 90 HeloToH
OpaHopigHicTs Macu Yy BIANOBIAHOCTI A0 BUMOT EBponelickkii Bianosinae
dapmakoneri -
lanenTudhikalis akTUBHUX iHrpedicHTIa
Kanuwuin » _ ﬂOSMTMBHO MosuTueHO
Marniv ) MosuTtueHo - ﬁoaMTMB'H'o
KadeHaTu MosuTviBHO Mo3utueHo
KinbkicHe BU3HavYeHHA
Kanbuito kap6onaTt 646 - 714 mr/ts6n 652 mr/Tabn.
Marwito kap6ouar 76.0 — 84.0 mr/1a6n. ] 79.4 mr/Tabn,

KoHTponb sikocTi 5
Henbchapm atapa, 33 syn. IaacTpi, FAVAPL, ®patiuia

lana cepis npoaHanizopaHa HalWm BigAainom KOHTDONIO AKOCTI i BiAnosinae BuMoraM cnetudikadii.

Lle# nokymeHT cchopmoBsaHo B €NeKTPOHHOMY BUTNSIAL

File: CoA_UKR_RENMIE_OR_N4X743.pdi



Pye Je lunacrpic 33 Posupykosano: 13.11.2024

74240 Taitapn Howmep ugannsa: |
Opanuis Cropinka; 4/5
o : , Ten: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

QAilLLARD

Cepmucpikam ananisy
cepis N4X788 cepis rotosoro npogykry NAX743
PEHHI® 3 ARENbCUHOBUM CMAKOM (566) Tabnerku Ne24 UA 1600323

MartepianuHuil Homep: 79124799 IHCTPYKLUiHWiA HoMep ana awarisy: |1CPE164
Anania Ne: 38 822
Tect Cneuudikauin Pesynivar

Onuc; T . Kp'eMOBo-6ini KBafipaTHi Ta6{1eTKM i3

i | R osepomuy ssiaeon | bigposzas

- 3arnaxom anenbeuHy
Cepennsimaca | 1,286-1,4227 1.352r
TBepgicTh 80 - 120 HbtoToH 98 HbioToH
OnHopiaxicTs macu Y BinnoaiaH_QCTi A0 BUMOTr €Bponenchbkiit Bignosigae
. dapmakonei

lnenmiidikauia akruBHUX iHrpegicHTiB

Kanwuiii 4 MosutusHo Mo3auTuBHO
MarHii MNosuTusHo MoanTuaHo
Kap6oxaTtu MosuTuaHo MosuTiBHO

KinbkicHe BusHausHHa

Kanbuito kap6oHar '| 646 - 714 mr/tabn 660 mr/rabn,

Martiiro KapboHar 76.0 — 84.0 mr/tabn. 80.3 mr/Tabn.

KoHTponb sikocTi
Henscapm laitapg, 33 syn, IH,qacrpl FAMAP,U., $panuina

lana cepis npoaHanisosaHa HaLWWUM BIAAINOM KOHTPORIO AKOCTI | BiANOBIAac BUMOram crneundikauii.

Lieit nokyMeHT chopMoBaHO B eNeKTPOHHOMY BUrRsz

It

File. CoA_UKR_RENNIE_OR_NAX743.pdf



Pye [{e Innacrpic 33 Posnpykosano: 13.11.2024
74240 TI"aitapa Hoxep Bunanis: |
Opanis Cropinka: 5/5
_ : “Ten: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com
QAlLLAYD

Cepmucbikam aHanisy
cepis N4X787 cepia rotororo npogykry N4X743
‘PEHH|® 3 ANENbCIHHOBYM CMAKOM (566) TabneTtku Ne24 UA 1600323

MarepiansHuii Homep: 79124799 IHCTpYKUiAKUI HoMep Ans ananisy: 10PE164
Ananis Ne; 38 821
Tect Cneuvcbikauis Pesynbkrar

Onuc: . Cos Kpemoso-6ini keaapathi TabneTtku i3

o YBIFHYTUMU NOBEPXHAMY, 3 BIATUCKOM . .

SRy “RENNIE" ha o60ox cTopoHax TabneTku 3 Blanosigae
3anaxoMm aneneuHy

Cepeann maca k 1,286 — 1,422 1 1.351r
TBepaicte 80 - 120 HeioToH 101 HbtoToH
OaHopigHictb Mack Y BianosigHocTi 4o euMor €sponeiicbkilt . .

IneHTUIKalisn aKTUBHUX iHrpedicHTIE

Kanbuin Mo3uTnBHO MosutusHo
MarHif ' MoauTusHo ' Moautietio
Kap6onaru Mo3uTueHO MosuTusHo

Kianic‘He BEU3HaveHHS

Kanbuiio kap6oHar | 646 - 714 Mmr/tabn . 662 mr/rabn.

MarHiw kap6onar 76.0 -- 84.0 mr/tabn. 80.6 mr/Tadn.

oHTpOML AKoCTi i .
Hensdapm Maitapg, 33 syn. Iagactpi, FTABAP/], ®patiuin

[lana cepist npoawnarisoeana HaLLUM BILINOM KOHTPOIMIO AKOCTI | Bignosiaae BuMoram cneumdikalii.

Llett LokyMeHT chopMOBaHO B eneKTPOHHOMY BHrnA|

File: CoA_UKR_RENNIE_ OR_N4X743.pdt



Rue De l'industrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 1/13
Tél : +33-(0)4 56 66 00 50

DELPHARM gallard@delpharm.com

GAILLARD
Certificate of Compliance
Batch N4X743
RENNIE OR (566) TABL 24 UA 1600323
Material Number : 80779276 Manufacture Date : 30-Oct.-2024
importing country : UKRAINE
Analysis number : 38 939
Included SF batches
N4X783
N4X785
N4X788
N4X787

Expiry Date : 10-2027

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 tablets
Marketing authorization UA/7799/01/01

number

Country of manufacturing FRANCE

Batch quantity accepted 88704

(packing units)

Strength/Potency MgO content of input material (%) :
Calcium carbonate: 680 mg/tablet 42,0 CaCo3 content of input material (%)

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

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.

13-Nov.-2024
PIERRE Caroline

This document has been produced electronically




Rue De l'industrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 2/13
Tél : +33-(0)4 56 66 00 50

DELPHARM gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X783 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number ; 38 807
Test ’ Result Specification
Appearance:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.354 1,286 - 1,422 g
Hardness 102 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
IR Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 663 646 - 714 mg/tablet
Magnesium carbonate 81.8 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

File: CoA_ENG_RENNIE_OR _N4X743.pdi



Rue De l'industrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 3/13
Tel : +33-(0)4 56 66 00 50

DELRERHARM gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X783 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number 79124799 Instruction number for the analysis :110PE 164
Analysis number : 38 807

79137810 / MAGNESIUM CARBONATE LOURD (A) BB /1000175737

Test - - Result Specification
Appearéﬁce , 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%
Chiorides <=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-<=450%

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




Rue De lindustrie 33
74240 Gaillard

FRANCE

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

Edition date : 13/11/2024
Edition number : 1
Page : 4/13

Certificate of Analysis

Batch SF N4X783 Batch FP N4X743
RENNIE ORANGE (566) 1600323

GAILLARD
Material Number : 79124799
Analysis number : 38 807

Instruction number for the analysis :110PE164

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000181941

Test . Result

Appearéﬁce Corresponds
ID Carbonate Positive

ID Calcium Positive
Loss on drying v 0.1

Bulk density 0.7

Calcium carbonate (ref to dired subst) 99.2

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

Specification
Corresponds
Positive

Positive

<=2.0 %
>=0,7-<=0.9
>=08.5 - <=100.5 %

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

This document has been produced clectronically




Rue De lindustrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE ' Page : 5/13
Tél: +33-(0)4 56 66 00 50

DELPHARM gailard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X785 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 38816
Test - ' Result Specification
Appearance:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.351 1,286 - 1,422 ¢
Hardness 90 ‘ 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium ‘ Positive Positive
- ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 652 646 - 714 mg/tablet
Magnesium carbonate 79.4 76,0 - 84,0 mgltablet

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_RENNIE_OR_N4X743.p0f



Rue De l'industrie 33
74240 Gaillard

FRANCE

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

GAILLARD

Edition date : 13/11/2024
Edition number : 1
Page : 6/13

Certificate of Analysis

Batch SF N4X785 Batch FP N4X743
RENNIE ORANGE (566) 1600323

Material Number : 79124799

Analysis number : 38 816

Instruction number for the analysis :[10PE164

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000175737

Test

‘Appearance

Volumic mass

ID Carbonate

ID Magnesium
Solution colour

Water soluble substances
Insoluble in acetic acid
Chlorides

Sulphat

Calcium

fron

Magnesium (MgQO)

Quality Control by :

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 ['industrie 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%

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

This document has been produced electronically




Rue De liindustrie 33 Edition date : 13/11/2024
74240 Gaillaid Edition number : 1
FRANCE Page : 7/13
Tél: +33-(0)4 56 66 00 50

GELPHARM gailard@delpharm.com

GAILLARD

Certificate of Analysis
Batch SF N4X785 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number : 79124799 ) Instruction number for the analysis :I110PE164
Analysis number : 38 816

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000181941

Test i ‘ Result Specification

Appearar;ce S Corresponds Corresponds

ID Carbonale Positive Positive

ID Calcium Positive Positive

l.oss 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 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_RENMIE OR_NAX743.pdf



Rue De l'industrie 33 Edition date : 13/11/2024
74240 Gaillard . Edition number : 1
FRANCE Page : 8/13
Tél: +33-(0)4 56 66 00 50

DELPHARM gailard@delpharm.com

GAILLARD
- o o
Certificate of Analysis
Batch SF N4X788 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 38 822
Tes’ézl < . h Result Specification
Appeaféh’CééCrea.rﬁ white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.352 1,286 - 1,422 g
Hardness 98 : 2 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
iD Calcium : Positive . Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 660 646 - 714 mg/tablet
Magnesium carbonate 80.3 76,0- 24,0 mg/ta_blet

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

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

This document has been produced electronically

File: CoA_ENG_RENNIE_OR_N4X743.pct



Rue De lindustrie 33
74240 Gaillard

FRANCE

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

Edition date : 13/11/2024
Edition number : 1
Page : 9/13

GAILLARD
Certificate of Analysis
Batch SF N4X788 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Matetial Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 38 822

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000175737

Test » Result Specification

‘Appearance - - . Corresponds Corresponds
Volumic nass 0.48 >= 0.45 - <= 0.56 g/mL
ID Carbonate Positive Positive

ID Magnesium o« ' 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
Magnesiuxﬁ (MgO) 42.0 . >=40.0-<=450%

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




Rue De {'industrie 33
74240 Gaillard
FRANCE
o Tél: +33-(0)4 56 66 00 50
DELPHARM gaillard@delpharm.com

Certificate of Analysis

- Batch SF N4X788 Batch FP N4X743

RENNIE ORANGE (566) 1600323

GAILLARD
Material Number : 79124799
Analysis number : 38 822

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000181941

Test' -, Result

Appearénce : Corresponds
ID Carbonate Positive

ID Calcium Positive
Loss on drying ’ 0.1

Bulk density 0.7

Calciurn carbonate (ref to dired subst) . 99.2

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

Specification
Corresponds
Positive

Positive

<=2.0%

>=0.7 -<=0.9
>=098.5 - <=100.5 %

Edition date : 13/11/2024
Edition number : 1
Page : 10/13

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 lindustrie 33 Edition date : 13/11/2024
74240 Caillard Edition number : 1
FRANCE Page : 11/13
Tél: +33-(0)4 56 66 00 50 .
BELPHARM gailard@delpharm.com

GAILLARD
- - -
Certificate of Analysis
Batch SF N4X787 Batch FP N4X743
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE 164
Analysis number : 38 821
Test” : ' Result Specification
Appearance':Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE"on both faces,odour
orange
Average mass 1.351 1,286 - 1,422 g
Hardness , 101 N 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 662 646 - 714 mg/tablet
Magnesium carbonate 80.6 76,0 - 84,0 mg/tablet

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

This batch was analysed by cur Quality Control Departmant and meets the registred specifications.

This document has been produced eleclronically

File: CoA_ENG_RENNIE_ OR_N4X743.pdf



Rue De lindustrie 33
74240 Gaillard

FRANCE

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

Edition date : 13/11/2024
Edition number : 1

.

Page : 12/1:

Certificate of Analysis

Batch SF N4X787 Batch FP N4X743
RENNIE ORANGE (566) 1600323

GAILLARD
Material Number ; 79124799
Analysis number : 38 821

Instruction number for the analysis :110PE164

79137810 / MAGNESIUM CARBONATE LOURD (A) BB /1000175737

Test A‘ )
Appearénce

Volumic mass

ID Carbonate

ID Magnesium
Solution colour

Water soluble substances
Insoluble in acetic acid
Chlorides

Sulphat

Calcium

lron’

Magnesium (MgO)

Quality Control by :

Result
Corresponds
0.48
Positive
Positive
Corresponds
0.1

0.01

<=700 ppm
<=0.6 %
<=0.75 %
<=400 ppm
420

Delpharm GAILLARD, Rue De l'industrie 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%

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

This document has been produced electronically

File: CoA_ENG_RENNIE_OR_N4X743.pdf
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) Tél : +33-(0)4 56 66 00 50
DELPHARM gailard@delpharm.com

Edition date : 13/11/2024
Editicn number : 1
Page : 12/1:

Certificate of Analysis

Batch SF N4X787 Batch FP N4X743
RENNIE ORANGE (566) 1600323

GAILLARD
Material Number : ' ) 79124799
Analysis number : 38 821

Instruction number for the analysis :110PE164

2000410 / CARBONATE DE CAL.CIUM 35 OG VRAC / 1000181941

Test - i E
Appe,anléa;lc,e ;
ID Carbonate
ID Calcium
Loss on drying
Bulk density

Calcium carbonate (ref to dired subst)

Quality Control by :

Resuit
Corresponds
Positive

Positive

01

0.7
99.2

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

Specification
Corresponds
Positive

Positive

<=2.0%
>=07-<=0.8
>=08.5 - <=100.5 %

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

This document has been produced electronically

File: CoA_ENG RENMIE OR_NaX742.0df
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wopobui

@ Rucuobox_RENNIE _OR_N4X744_sig ned. pdf
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Cepi nikapebkoro 3acoby Ne N4X744 KinbKiCTh BBE3EHOIC HiKAPCLKOTO sacady 45312
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PELBHARM
QAlLLARD

Pye e Inpacrpie 33
74240 Taitapji
(Dpanis
Ten: +33-(0)4 56 60 60 50
gafllard@delpharm.com

Cepmucpikam aHanisy

Posppykopano: 13.11.2024
Howmep Bixanns: |
Cropinka: 2/3

cepiss N4X786 cepis rotosoro npoaykty N4X744

PEHHI® 3 ANENbCUHOBUM CMAKOM (566) TabneTku Ne24 UA 1600323

Marepianuiuii iomep: 79124799 [HCTpYKUIHUIE Homep ans aHanisy: [10FE164
AHaniz Ne: 38 818
Teer Cneundpikauin Pesynwrtar
Onuc: b Kp'emoeo-ﬁini KBagparHi Ta6{1eTKM i3
R o | Bianosae
3anaxoM anenbcuHy
CepeaHs Maca 1,286~ 1,422 ¢ 1.353r
TeepaicTb 80 - 120 HbtoToH 101 HbloToH
OpnHopigHicTb Mack Y Bip\nosquPCTi [0 BUMOT €Bponencobkin Bignosinae
dapmakonel
IaenTiikauyia akTUBHMX iHrpegicHTis
Kanbuin MoauTtneHo MoautueHO
Marwiv r 1 ﬁoammam MNosurusHo
Ka-pSOHaTM nosmhano lNosutusHO

KinbkicHe BU3HaueHHA

Kanbuito kapGoHat

646 - 714 mr/tabn

663 mr/Tabn.

Maruito kapboHaTt

76.0 -- 84.0 mr/Tabn.

81.3 mr/rabn.

KoHTposs fkocTi

HOenedapm Maiapa, 33 syn. Mpactpi, FAVAPL, ®paHuin

[laHa cepis npoaHanisoBaka HalLuMM Bif/INOM KOHTPCIHO AKOCTI | BiaNoBIAae BuMoram cneuudikalyi.

Llei nokyMeHT chopMOBaHO B €NEKTPOHHOMY BUIfIAA




PELR HVA RM
QAILLARD

Pye Jle Inyacrpie 33
74240 Taiiapn

Opaniia

Ten: +33-(0)4 56 66 09 50

gaillard@dclpharm.com

Cepmudbikam aHanisy

Po3apyxosano: 13.11.2024
Homep sunanns: |1
Cropinxa: 3/3

cepist N4X789 cepis rorororo npoaykty N4X744

PEHHI® 3 ANENbLCUHOBMM CMAKOM (566) Tabnetku Ne24 UA 1600323

MaTepianbhuii Homep: 79124799 IHCTPYKUIAHUIA HoMep ans adanisy: [10PE164
AHaria Ne: 38 824
it Teer Cneumdpikauis Pesynetat
Onuc: , ‘Kp.EMOBO-GiJTi kBagpaTHi TabneTku i3 a
A yBITHYTUMU MOBEPXHAMY, 3 BiATUCKOM Bignosinae
: RENNIE" Ha 060ox cTopoHax TabneTku 3
3anaxoM anenbeuky
CepegHs Maca 1,286 — 1,422 1 1.349 1
Teepaicrb 80 - 120 HutoToH 104 HoloTtoH
OpnHopigHicTL Macu Yy BiﬂﬂOBiﬂH‘(.)CTi 710 BUMOT EBponenchKin Bianosinac
dapmakonei
laeHTUdpikaLis akTUBHUX iHrpeaieHTi
Kanknin MosuTtuekO Mo3nTusHo
Marhin MoauTtneHo floauTusHO
Kap6ouartu [MoauTueHO MoauTusHO N
KinbkicHe BU3HaYeHHA
Kanbuilo kap6oHar €46 - 714 mrfrabn 655 mr/Tabn.

Maruito kap6oHart

76.0 — 84.0 mr/Tabdn.

79.9 Mr/Tabn.

KoHTponk akocTi

Henbchapm Maitapa, 33 syn. Inpactpi, FAVIAPT, ®paHuis

Ilana cepis poaHaniaoBaHa HalWM BIOAINOM KOHTpONto sikocTi | Bignosiaae sumMoram cneuudikadii.

Ueit AokyMeHT chopMOBaHO B eieKTPOHHOMY BUIMAA

Fiio: Coh, UKR_RENNIE. OR_NAX744.pdf




Rue De l'industrie 33 Edition date : 13/11/2024

74240 Gaillard Edition number : 1
FRANCE Page . 117

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

GAILLARD
Certificate of Compliance
Batch N4X744
RENNIE OR (566) TABL 24 UA 1600323
Material Number : 80779276 Manufacture Date : 30-Oct.-2024
importing country : UKRAINE
Analysis number : 38974
Included SF batches
N4X786
N4X789

Expiry Date : 10-2027

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

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

number

Country of manufacturing FRANCE

Batch quantity accepted 45312

(packing units)

Strength/Potency MgO content of input material (%) :
Calcium carbonate: 680 mg/tablet 42,0

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.

13-Nov.-2024
PIERRE Caroline

This document has been produced electronically




Rue De lindustrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 2/7
Tél : +33-(0)4 56 66 00 50

DELPHARM gaillard@delpharm.com

GAILLARD
L4 - =
Certificate of Analysis
Batch SF N4X786 Batch FP N4X744
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :[10PE164
Analysis number : 38 818
Test - Result Specification
Appearance:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange
Average mass 1.353 1,286-1,422¢g
Hardness 101 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 663 646 - 714 mg/tablet
Magnesium carbonate 81.3 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
GAILLARD

Material Number :
Analysis number :

79137810 / MAGNESIUM CARBONATE LOURD (A) BB /1000175737

Test
Appearéhce
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 N4X786 Batch FP N4X744

RENNIE ORANGE (566) 1600323

Water soluble substances

Insoluble in acetic acid

Chlorides
Sulphat
Calcium
Iron

Magnesium (MgO)

Quality Control by :

79124799

Result
Corresponds
0.48
Positive
Positive
Corresponds
0.1

0.01

<=700 ppm
<=0.6 %
<=0.76 %
<=400 ppm
42,0

Delpharm GAILLARD, Rue De l'industrie 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 : 13/11/2024
Edition number : 1
Page : 3/7

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 lindustrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 4/7
Tél ; +33-(0)4 56 66 00 50 '
DELPHARM gaillard@delpharm.com

GAILLARD -
Certificate of Analysis
Batch SF N4X786 Batch FP N4X744
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 38818

2000410 / CARBONATE DE CALCIUM 35 OG VRAC / 1000181941

Test . 4 Result Specification
Appearance - Corresponds Corresponds

ID Carbonate Paositive 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 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_RENNIE_OR_N4X744 pdf



Rue De lindustrie 33 Edition date : 13/11/2024
74240 Gaillard Edition number : 1
FRANCE Page : 5/7
Tél : +33-(0)4 56 66 00 50

DELPHARM gaillard@delpharm.com

GAILLARD
Certificate of Analysis
Batch SF N4X789 Batch FP N4X744
RENNIE ORANGE (566) 1600323
Material Number : 79124799 Instruction number for the analysis :110PE164
Analysis number : 38 824
Test - . Result Specification
Appeafan\f:e.:Cream white square tab with concave Corresponds Corresponds
surfaces engraved 'RENNIE' on both faces,odour
orange ‘
Average mass 1.349 1,286 -1,422¢
Hardness 104 80 - 120 Newton
Uniformity of mass (PH EUR) Corresponds Corresponds
ID Calcium Positive Positive
ID Magnesium Positive Positive
ID Carbonate Positive Positive
Calcium carbonate 655 646 - 714 mg/tablet
Magnesium carbonate 79.9 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

File: CoA_ENG_RENNIE_OR_N4X744.pdf



Rue De l'industrie 33
74240 Gaillard
FRANCE

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

GAILLLARD

Edition date : 13/11/2024
[dition number : 1
Page : 6/7

Certificate of Analysis

Batch SF N4X789 Batch FP N4X744
RENNIE ORANGE (566) 1600323

Material Number : 79124799

Analysis number : 38 824

Instruction number for the analysis :110PE164

79137810 / MAGNESIUM CARBONATE LOURD (A) BB / 1000175737

Test

Appearaince

Volumic mass

ID Carbonate

ID Magnesium
Solution colour

Water soluble substances
Insoluble in acetic acid
Chlorides

Sulphat

Calcium

jron

Magnesium (MgO)

Quality Control by :

Result
Corresponds
0.48
Positive
Positive
Corresponds
0.1

0.01

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

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%

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

This document has been produced electronically




Rue De lindustrie 33

74240 Gaillard
FRANCE

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

GAILLARD

Edition date : 13/11/2024
Edition number : 1
Page : 7i7

Certificate of Analysis

Batch SF N4X789 Batch FP N4X744
RENNIE ORANGE (566) 1600323

Material Number : 79124799

Analysis number : 38 824

2000410 / CARBONATE DE CALCIUM 35

Test .

Appearance

ID Carbonate

ID Calcium

Loss on drying

Bulk density

Calcium carbonate (ref to dired subst)

Quality Control by :

Result
Corresponds
Positive
Positive

0.1

0.7

99.2

Delpharm GAILLARD, Rue De lindustrie 33, Gaillard, FRANCE

Instruction number for the analysis :|10PE1€4

OG VRAC / 1000181941

Specification
Corresponds
Positive

Positive

<=2.0 %
>=0,7-<=0.9
>=08.5 - <=100.5 %

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

This document has been produced electronically

File: CoA_ENG_RENNIE_OR_N4X744.pdf
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