tAozomun: AWBnCu; YKPEIUIAA BALIE 3JOPOBBLE; BPYHEJ XEJICKEA/

CEPTH®UKAT COOTBETCTBUSA

Ilponieeneno: BpyHen Xenckea MaHygaxuypuur JlumMuren
IIpouspeneno ang: CAHO®H

Ha3isanne npogykra: Canotu I-Can 10 mxr Tabnetku

QopMaT ynakoBku: Bo dmnakonax

Homep cepun xomnanun «Bpyuen»: 224365 Koa npoaykra: F8241

Hara nponssoacrea; 02,2019 Hata okoHuaunA cpoka roaHoctH: 01.2022

MMUKPOBHOJIOI'HHECKHE XAPAKTEPUCTHKH

Pesyabtar
Obwee uHcIo a3pobHLIX MUKpooprainzMos (TAMC) < 10 KOE/r
ObLuee uuCHO APOXOKEBBIX H ILIECHEBLIX rpubos (TYMC) < 10 KOE/r
OntepobakTepu M Opyrde  IpaMOTPHUATENILHBIE < 10 KOE/r
bakrepHu
Orcyrcreue Escherichiacolis 1 ¢ OtcytctByerB I T
OrtcyrcteHe Staphylococcus aureus B I OTtcytctByerB I T
OrtcytcTBHe Salmonellap 10T Otcytcreyers 10T

[lpoussoncTBenHan NOKYMEHTALMA 1A YKa3aHHOTO BbILLe [IPOAYKTA NPOBEPEHA, W ONpeNesIeHo, YTO HACTOALAN Cepun
Gbina npowspeNeHa, yNakoBaHA H WCMBITAHA B COOTBETCTBHH C OCHOBHBIMH MPOM3BOACTBEHHBIMH AOKYMEHTAMM
H COrNAacoBAHHOM cneunbrKaLmeii.

[punoxerHsle cepTHPHUKATLI aHANH3A OTPAXAlOT NEPBHYHbIE MAPTHH (MEPEYMCIEHHBIE HMXKE), BXO/IALIHE
B YNOMAHYTYIO BIIUE YNAKOBAHHYIO CEPHIO.

224553
224554
IMomnuce: Moanucs/ Hms: K. Kappu
Otnen ofecneyenua kavecTsa /
YnoIHOMOUEHHOE JIHLIO
Ot nuua komnadul «BpyHen Xenckea
Manydakuypunr JITa»
JHara: 06 mapta 2019

NMPUMEYAHHE: Hactonunnii nokymeHT npencrasanet coboil paspeierHie HA BBINYCK A1 NPOJAKY HA
PBIHKE,

AliBuCy Bpynen Xenckea

Yuneam Hamnn ¥#, Cyoanuuwot, JepGummnp DE11 OBB, Coennnentoe Koponescteo
email: info@bruhealth.co.uk « www.brunelhealthcare co.uk
Ten.: +44 (0) 1283 228 300
Peructpaunonnsiit Ne HIIC 828 7348 90 3apeructpuposana 8 Aurmun o Yanece, Ne 4504895
Opuantecknii azpec: ABUCH BpyHen Xenckea, Yunesam Haane ¥3it, Cyoanunkot, QepSuunp DE11 OBB,
Coennnenroe Koponescrso

Hiozomun: KOPOJIEBCKASA MMPEMUA 3A NOCTIDKEHHA B OBJIACTH MEXKRYHAPOAHON TOPIOBJIN 2015 r./




Hlozomun: AiiBuCn; YKPEILJIAA BALUE 3JOPOBLE; EPYHEJI XEJICKEA/

CEPTH®HKAT AHAJIH3A
Kon: C2458
[MpoaykT: Canotn 10 mxr I-Can taGnetku
Onucanue: Kpyrnas, nsosikoBbinyxnas Tabnetka 6e3 oGonouxu Getoro uau nout Genoro upeta
Ne cepum; 224553 O61iee KoNIHYECTRO: 3 100 000
Jara npoussoacTea: 10.02.2019

PUIHYECKHE XAPAKTEPUCTHKH

IMpenenst PesynbTar
Onucatne Kpyrnas, apoaxopeinyknas Tabnerxa 6e3 CootrseTcTBYET

obonouku Genoro uny noutH Gesoro useta

3anax Cnabuiit WK oTcyTCTBYET CooTseTCTBYET
Cpenusan macca 114-126 mr 121 mr
OnHOPOOHOCTE MACCHI CooTBeTCcTBYET CooTBeTCTBYeET
{cmeunduxkauns Eep. ®apm.)
TonuHHa 3,64,0 MM 3,9 MM
Pacnanaemocts MakcumyM 15 MuHyT 5 MUHYT
XNMHUYECKHE XAPAKTEPUCTHKH

[Ipenenst Peaynebrar
Butamuu D3 9,78-15,0 mxr/rabnetky 10,88 mMkr/tabneTky

HacToaumit npoaykT npousBeleH B COOTBETCTBHU ¢ TpeGoBaHuAMM AeiicTeyioweli Haanexaweit NpoH3BOACTBEHHOH
npaxTukH (cGMP).

INpownsBoauTens NpoBepHN BCHO NOAPOGHYI0 HHHOPMALIMIO, OTHOCALLYIOCSH K MOOLIM HIMEHEHHAM TEXHOAOIHYECKOTO
npouecca  OTKNCHEHHAM OT HETO, M CEPHA YTBEPHEHA KaK COOTBETCTBYIOWIAA CreLbHKALIHE.
HacTostuini npoaykT HCNBITAH COTNACHO CBOEH CriellMHMKALIHN H COOTBETCTBYET 3TOH CeLIMpHKalMY.

IMoanwuce: Meoanuce/ Himn: K. Kappu
Ortaen obecneyeHns KauecTsa /
Yno1HOMOYEHHOE JHLIO
Ot nuua komnaHuu «Bpynen Xenckea
Manypakuypunr JItas (Brunel Healthcare
Manufacturing Ltd)

Jara: (6 mapTa 2019

AliBuCnu Bpynen Xenckea

Yuaeam Hamn Yofi, Cyonnuukor, fepGuwnp DE11 0BB, Coennrennoe Koponepctso
email: info@bruhealth.co.uk + www.brunelhealihcare.co.uk
Ten.: +44 (0) 1283 228 300
Peructpaunonnzeii Ne HIIC 828 7348 90 3apeructpuposana B AHrnm H Yanvce, Ne 4504895
HOpuanueckuit aapec. ARBuCh Bpyren Xenckea, Yuneam Hagsu Yo#t, Cyonawnkor, JepGuunp DEI | OBB,
Coennnennoe Koponescteo

tflocomun: KOPOJEBCKAS NMPEMHA 3A JOCTHKEHHSA B OBJIACTH MEX/JIYHAPOXHON TOPIOBJIH 2015 ¢/



Hlozomun: AitBnCn; YKPEIUIAA BAWE 3JOPOBLE; BPYHEJI XEJICKEA/

CEPTHOUKAT AHAJIU3A
Kon: C2458
[TpomykT: Canodu 10 mxr JI-Can tabnetkn
OnucaHue: Kpyrnasa, neoaxosbimyxnas Tabnerka 6e3 o6onouxy Genoro uau nouti 6enoro useTta
Ne cepum: 224554 Ob1ee KOMIMECTBO: 3127000

Jara npouseoncTea: 10.02.2019

OUINYECKHE XAPAKTEPHCTHKH

[Tpenens Peszynprar

Onucanue Kpyrnas, nposkosrinyknas Tabnerka 6e3 CooTeetcTBYET
obonoukH Genoro wau NoYTH Heloro LBeTa

3anax Cna0bblif unun oTCYTCTBYET CootBetcTBYET
Cpeanas Macca 114-126 mr 120 mr
OnoHopoAHOCTE Macchl CootsetcTByeT CooTBetcTBYET
(cneundukauus Epp. dapm.)
Tonmuna 3,6-4,0 MM 3,9 MM
PacnagaemocTh MakcumyM 15 MHUHYT 5 MHHYT
XHUMHUYECKHE XAPAKTEPUCTHKH

[Mpenenw PesynbTatr
Butamuu D3 9,78~15,0 mxr/Tabnetky 11,12 mxr/Tabnetky

Hactosmui npoaykT npon3seaeH B COOTBETCTBHU ¢ TpeGoBaunamu aeficTeyromeit Hananexawei NpOH3BOACTBEHHOH
npaktuku (cGMP).

IIpouseoauTtens nposepun BCO MoAPOGHYI0 HHPOPMALMIO, OTHOCALLYIOCA K MOGbIM H3IMEHEHHAM TEXHOMOIMYECKOTo
npougcca H OTKIOHEHHAM OT HEro, M CepuA YTBEPIkACHA KAK COOTBETCTBYIOWAN CMEUHMHKALIMH,
HacToswmi npoayKT UCNIbITAH COMTACHO CBOE# CIeLH(pHKALMH U COOTBETCTBYET 3TOH CELH(HKALNH.

[oanwes: Moanues/ Hma: K. Kappn
Ortaen obecnedenns kadectsa /
YNoAHOMOMEHHOE THLO
Ot nuua komnanuu «bpyHen Xenckea
Manydakuypunr Jita» (Brunel Healthcare
Manufacturing Lid)

Jara: 06 mapTta 2019

AfBuCu Bpynen Xencxen
Yineam Hapun ¥3it, Cyomnnukor, lepSuwnp DE11 0BB, Coeannennoe Koponesctso
emait: info@bruhealth.co.uk - www brunelhealthcare.co.uk
Ten.: +44 (0) 1283 228 300
Peructpaunonssiit Ne HAC 828 7348 90 Japeructprposana 8 AHIIHH H Yanbece, Ne 4504895
1Opuanyeckuii anpec: ARBnCr Bpynen Xenckea, Yunvam Haann Y1, Cyoanunkor, HepGumnp DEL1 0BB,
Coeannernnoe Koponesctso

tfHozomun: KOPOJIEBCKAS NPEMUA 3A JOCTHIKEHUA B OBJACTH MEXIYHAPOJAHON TOPTOBJIH 2015 r./
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BRUNEL
HEALTHCARE

ENRICHING YOUR HEALTH

CERTIFICATE OF CONFORMITY

Manufactured By: IVC Brunel Heaithcare Manufacturing Limited
Manufactured for: Sanofi

Product Name: Sanoft D-Sun 10 pg Tablets

Packaging Format: In bottles

Brunel Batch Number: 224365 Product Code: F8241

Date of Manufacture: 02 2019 Best Before End: 01 2022

MICROBIOLOGICAL CHARACTERISTICS

Result
Total Aerobic Microbial Count <10 cfu/g
Total Yeast and Mould <10 cfu/g
Bile-tolerant gram-negative bacteria <10 cfu/g
Absence of E. coliin 1g Absentinl g
Absence of S.aureus in 1g Absentinl g
Absence of Salmonelia in 10g Absent in 10g

The manufacturing documentation for the above mentioned product has been reviewed and it has been
determined that this batch was manufactured, packaged and tested in accordance to the master
production documents and agreed specification,

The attached certificates of analysis represent the primary lots (listed below) packed in the above
packed batch.

224553
224554

Signature: - o Name: A L&U Ror
Quality Assurance
For Brunel Healthcare Manufaciuring Ltd

Date; OlO\ Q’b\ 20\9

NOTE: This document constitutes a release for sale onto the market.

IVC Brunel Healthcare

William Nadin Way, Swadlincote, Derbyshire DE11 0BB, UK
Email: info@bruhealth.co.uk * www.brunelhealthcare.co.uk
Tel: +44 (0) 1283 228 300 Fox: +44 (0} 1283 228 328
VAT Registration No. 828 7348 90 Regisiered in England and Woles No. 4504895
Registered Address: Brunel Healthcare Manufacturing Limited, William Nadin Way, Swadlincote, Derbyshire DE11 088, UK
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BRUNEL
HEALTHCARE

ENRICHING YOUR HEALTH

CERTIFICATE OF ANALYSIS

Code : C2458

Product ; Sanofi 10ug D-Sun Tablets

Description : White or almast white, circular biconvex, uncoated tablet

Batch No : 224553 Total Quantity : 3,100,000

Date of Manufacture :  10/02/2019

PHYSICAL CHARACTERISTICS

Limits Resuit

Appearance White or almost white, circular Complies
biconvex, uncoated tablet

Odour Little or none Complies
Average Weight 114- 126 mg 12l mg
Uniformity of Weight (EP Specification) Complies Complies
Thickness 36 - 4.0mm 3.9mm
Disintegration 15 minutes maximum 5 min
CHEMICAL CHARACTERISTICS

Limits Result
Vitamin D3 9,78 -15.00 mcg/ tablet 10.88  mcg/

tablet

Signed: }\Q_ Name: A\ &MV;

Quallty Assurance
For IVC Brunel Healthcare Manufacturing Ltd

06 MAR 2019

Date:

IVC Brunel Healthcare

William Nadin Way, Swadlincote, Derbyshire DE11 0BB, UK
Email: info@bruhealth.co.uk ¢ www.brunelhealthcare.co.uk
Tel: +44 (0) 1283 228 300 Fax: +44 (0) 1283 328
VAT Registrotion Mo. 828 7348 90 Registered in Englond and Wales No. 4504895
Registered Address: Brunel Heolthcare Manufacturing Limited, William Nadin Way, Swadlincote, Derbyshire DE11 0BB, UK



IVC BRUNEL

ENRICHING YOUR HEALTH

CERTIFICATE OF ANALYSIS

Code : C2458

Product : Sanofi 10pg D-Sun Tablets

Description : White or almost white, circular biconvex, uncoated tablet

Batch No : 224554 Total Quantity : 3,127,000

Date of Manufacture :  10/02/2019

PHYSICAL CHARACTERISTICS

Limits Result

Appearance White or almost white, circular Complies
biconvex, uncoated tablet

Odour Little or none Complies
Average Weight 114 - 126 mg 120 mg
Uniformity of Weight (EP Specification) Complies Complies
Thickness 3.6 -4.0mm 39 mm
Disintegration 15 minutes maximum 5 min
CHEMICAL CHARACTERISTICS

Limits Result
Vitamin D3 978 —15.00 meg/ tablet 1112 mcg/

tablet

i

Signed : %\‘1‘: . a _ Name: A u\msf

Quality Assurance a
For 1VC Brunel Healthcare Manufacturing Ltd

06 MAR 2019

IVC Brunel Healthcare

William Naodin Way, Swadlincote, Derbyshire DE11 0BB, UK
Emuail: info@bruhealth.co.uk * www.brunelhealthcore.co.uk
Tel: +44 {0) 1283 228 300 Fax: +44 (0) 1283 328
VAT Registration No. 828 7348 90  Registered in England and Wales No. 4504895
Registered Address: Brunel Healthcore Monufaciuring Limited, Williom Nadin Way, Swadlincote, Derbyshire DE11 OBB, UK



