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HAPKOTUKAMMU Y KHIBCBLKIH OBJACTI
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NORGINE

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTHOIKAT BIATIOBIIHOCTI GMP BHITVIHEHOI CEPII

Product: MOVIPREP®, powder for oral solution, 1 sachet A and 1 sachet B in pack; 2 packs-in
cardboard box/

[Ipoayxt: MOBMITPEI®, mopourdk Ans opatbHoro po3dudy, no 1 caire. A i | cawe B y nakeri, 1o 2 DaKeTd B
KAPTOHHIH. kopoBui

Strength/Potency:

Sachet A: macregol 33502100 g, sodiumi. sulphate anhvdruus-'} 5 g, sodium chloride-2.691 g, potassinm chloride-1.0iS g:
Sachet B: ascorbic acid- 4.7 g, sodium ascorbate-5.9 g; /
Ao3yBadHya/BMICT Ail04HX pEYORHH:

Came A: Makpo10:1 3350 ~ 100 1, narpito cynsdar GesBoaunii — 7.5 r, Harpio xropui — 2.69 1 1, Kaziro xaopua - 1,015
Caure B: ackopbinosa xucaota —4.7 r, natpiio ackopbar —5.9 1

Package size and type: i sachet A and 1 sachet B in package; 2 packages in 4 cardboard’
Posuip Ta paa ynakosks: fio 1 cauie A i 1 came B y naxeri, no 2 naketu B XapToHRni#l kopo6mi

Marketing Authorization: NeUA/12987/01/01 + Peecrpauiiise tocsiavenns NeUA/12987/01/01
Dosage form: powder for oral selution / Jlikapcrka gopMa: NopoIIoK A OpaIBHOTO POSTHHY

Manafacturing date sachet A/ [lara papoSusirrea came A: 12.07.2022 W/O number / Houep 3aMoB.ieuaa™**: 388978
Manufacturing date sachet B / Jara supobunirea came B: 05/07.2022  Batch number / Cepis: 402407/392543

Expiry date / Tepmin npuaaTsocti*: 05.06.2025 Batch number sachet A / Cepis caute A:-402407
Batch size / Posuip cepii: 3800 Batch number sachet B/ Cepin cae B: 392543

Manufacturing Authorization name and number: NORGINE Limited, UK MIA 322/

Ha3na snpobGauka T2 womep siuensii: HOPXKWH JTiMiten UK MITA 322

Manufacturing sites: New Road, Tir-y-Berth, Hengoed, CF82 85J/

Aapeca supobuuaoro mafipanwuky: Hsio Poya, Tip-i-Beps, Xenroiin, CF82 8S)

Country of origin: United Kingdom / Kpaina-supo6uuk: Bemika Bpuranis S
Certificate of GMP compliance of 2 manufacturer: UK MIA 322 Tusp GMP/GDP/IMP 322/14798-0028/
Cepragikar sianogignocri GMP BupobHnuoroe Maiganunxy: UK MIA 322 Insp GMP/GDPAMP 322/14798-0028

*Expiry date is taken from the earliest expired sachet. This expiry date is applied for the secondary package / JIaTOR JaKigHEHHT

TEPMIHY OPHAATHOCT] MPHIMAETECA MaTa HAMMEIINIOTD TEPMIITY NPHIATHOCT CEPei IROX CALlle, KA BUHOCHTHCS Ha BTOPUHHY
YTAKOBKY.

** Internal Manufactiurer Code by Norgine / Bipmpiwnii supouusuii xod koxnawnit Hopowur:

Certification statement / 3aspa npo cepTHdikatio: -

[ hereby certify that the above information is authentic and accurate. This batch of product hias been manufactured,
including packaging/tabeling and quality control at the above mentioned site (s) in full compliance with the GMP 3
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the Impotting
country or product specification file for Investigational Medicinal Products. The batch procéssing, packaging and analysis
records yere reviewed and found to be in compliance with GMP, /

[{mm 5 32CBiAYYTO, o HaReneHa Buie iHdopMauin € rocTosipHoio Ta Toauoo. Lo cepiio mpoaykuii 6y .10 pupobieno
(BHIO9AIOTH NAKYBAHHA/MAPKYBAHHA) T4 NPOBCACHO KOHTPOD 11 SKOCTI HA BHILIC3a3HAYSHIH ALTLHHLE v TI0BH I
BLAIIOBLAHOCTI 3 BAMOTAMEA-(JMP, BCTAHOBICHHMH MICUEBHM DETY/LITOPHHM OPFAHOM, 8 TAKOX BiANOBLIHO 0
cneunq;mamﬁ MO MICTATSCA y peecTpPatiiHOMY 0Che kpaltu-iMnoprepa 460 y 10ChE creuxdiKaLiil Ha Nperapar s
AOCHKYBAHOTO HIKﬂpCLKDFD 3acoly. 1[poToKO. 1M BHpODHAITBA, MAKYBaHHA TA aHAIi3iB Byn0 nepernagyro ta
BCTAHORACHO BiAMOBIAHICTS GMP,

Qualified Person / v 0 7
¥Ynosuosaxena ocoba

Mid-Grarrargan. Scuth Wales CFB2 854, UK - KT
Tel: +4:4 10)1443 812183 Fax: +44 (0%1443 816648

Reugisterzy in Emgland & Wiles No GOZ15668
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NORGINE

BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT /
CEPTHDIKAT AKOCTI CEPI] JIIKAPCLKOIO 3ACOBY

Product: MOVIPREP®, powder for oral solution in sachet A Ne 2 /
{Ipoaykr: MOBHIIPEII®, nopowok wis opaibHoro po3axHy 8 came A No 2.
Manufacturing date / Jata pupobuuutea 12.07.2022 Batch number / Cepis: 402407
Expiry date / Tepmin npraarnocti: 12.06.2025

Analysis has been done according to Quality Control Methods / Ananis SWKOHZHO Y BIATOBIAHOCT] 3 MICH.

R L S o e e e

_ Components Analytical procedure/Specification / { . |
: ;. e Resulis / Peaynwratu
v Nokasmugr 1 Metoan xoui poato/Crenm ikanis 1 ]
1 Description / Ommc : Visual control/A white to off white free flowing: T Complies /
; | powder with a characteristic odour of iemon / i Binnoeiaac.
| Biayansuuit kourpony/ Big 6imoro g0 maitxe Ginoro :
| KOJIE0PY CHIlY4 U I0POIIOK 3 XAPAKTEPHHM 3aNaxoM
JMMOHA ;' |
N l D e - e e TooeieoaDy e N
| [dentity / LaenTudixaitis. a)HPLC / BEPX : | |
+ Macrogol 3350 / Maxporv.r 3350 . Complies with test/ Bianosigae srvoras i Complies/ Binnoritae
6) FTIR / {Y-cnexkrpockonia;
Complies with test/ Bizmosinae smvoram ; Complies / Bianogizae
. Sodium / Harpiit ! Ton chromatography / louna xpomatorpadis: .
" Potassinm / Kani# - Complies with test/ Bignosizae smvoranm : Complies / Bignosigae
¢ Chloride / Xnopuay " Flame photometry / Flonywm'aua @oromerpia; j
! Sulphate/ Cymndaru ., Complies with test/ Bixnosigac amvoram . Complies / Bianosinac

' Colour reaction/ Konnopopa peakuis;

c Complies with test/ Biqnosizac sumoram Caomplies / Bianoetaae

Average weight / Cepeitis Maca ! by Ph.Eur. / Crp. dapwm./ | T111.0.g/r '
o | 108B.5-115.3 p/r (97.0-103.0%; e ]
. Uniformity of mass / . by Ph.Eur. / Complies with Ph,Eur./ | Complies / Biziosinac
- Oas0piAsicTs Macy €np. ®apm./ [losunni BlANOBiAaTH BUMOIaM €8P, |
Co L e L PEpM, i e
| Moisture / by Ph.Eur./Not more than 1.0 % / P 0.3 % |
 Bwictsomn .. | €8y, Bapm/He Gltbwe 1.0 % [ ]
. Assay, g/sachet: / Kinbkiche | | |
| BU3HAYCHHA, r/came: | by Ph.Eur/ Cap. hapwm.
" Macrogel 3350 + Maipo100 3356 | 95.0-105.8 g1 (95-105%) L 1e12gr
" Sulphate / CyTudatu | 4.692-5.452 g/r (92.5-107.5%) | 5.007 g/t
. Sedium / Harpi i 3.138-3.836 g/r (90.0-110.0%) +-3.508 g/t
* Potassium / Kaniii. i 0.500-0.612 g/- (90.0-110.0%) | 0.565 g/r
. Chloride / Xpopmn | 1.904-2327 ¢/ 90.0-110.0%) 21304
Uniformity of content: / !

. Oanopinnicts nososa ofiitnie: | by Ph.Eurs Cap, Gapa. f
. Potassium / Kanif i Complies with Ph.Eur.J/ [[08HHE] iAn0BIIaTH 1 ‘Complies / Biznosiaac
. Chloride / Xnopuu - pasorav £'Bp. dapm. ‘Complies / Bignosinar
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Mid-Glamorgan, South Wales ©F82 88 UK.
To" +44i0)7443 812183 Fax. +34 (011443 816548

Registered in England. & Waies No, 00215668
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NORGINE

BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT /
CEPTHOIKAT AKOCTI CEPI MIKAPCLKOIO 3ACORY

Product: MOVIPREP®, powder for oral solution in sachet A No'2./

[Ipoayxr: MOBHITPEII®, nopotwok s opansHoro po3uHHy 8 came A Ne 2
Manuafacturing date / Jlara pupobuuursa: 12.07.2022 Batch number / Cepia: 402407
Expiry date / Tepmis apusaraocti: 12.06.2025

Analysis has been done according to Quality Control Methods / Ananxiz BHKOHAHG V 8if0R AHOCTI 3 MISL.

JENCR T
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Analytical procedure/Specification /

Components / |

lfoKasHHKH N Meroan xou: pomo/Cactimdrixania =~ + RE?““S"' Pesynpran . L

i Microbielogy! / Mixpo6io:ioriyua by Ph.Eur./ Csp. ®apm. |

. 4HcToTra TAMC- . Not tested on this batch /

i not more than 10° CFU/g / ne Sinswe 102 KOE/T " He npoBoamnThes 114 ganot cepii
TYMC-

i not more than 10* CFU/g / e Ginpwe 102 KOE/T

: { Escherichia coli- 3 :

| | Absent.in [ g/ Bizcvruicre/r- i

~ Appearance of solution / Onuc | )

| pOIYHHY: i by Ph.Eur./ €ap. bapm. | | o : ) )

. Clarity / Ipd3opicTs . Must be clear or no more Opalescent than Ref. Complies / Bianosiia¢

suspension 11 / [losdHen 6yTH Npo3opuM alo
) BUTPUMYBATH fIOPiBHAHHA 3 €TANOHOM ]

" Degree of colouration / No more intense than Ref solution B / Complies ' Bisnosizac
* KonsopogicTs 3a0appIcHun NPENapaTy HE MOBHIA NCPEBHILY BATH
. 3308 BIEHBSA ETANORHOTO po3dKy Bs

Reconstitution time / Yac . "'_b}*l;h.Eur.f 'Nut.mnre than- 300 seconds - .Tl_lﬁ.ééb'ndsftcfﬁyﬂ:ﬁ'
; PO3UNHCHA e . 1 EBp. @apm/He GL1b1ie 300 cex;: Ha o BERRTRIRERy
pH ! by Ph.Eur/ €sp. ®apw. 4.5-7.5 6.0

'"T'ést are not routine and ¢an be done on 1 batch per year. ! 'TeCT ve pYTHAIGH, TIPOBOANTLSR fia GAHI Cepii B pik.

Date of signature / [lara niauucy; Qualified Person I
VHoUHOBaReHA oco0a S

Page 24
Cmop: _21'4-
Rev 7
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NORGINE

BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT /
CEPTH®IKAT SAKOCTI CEPI] JUKAPCHKOIO 3ACOBY

Product: MOVIPREP®, powder for oral solution in sachét B Ne 2/

Hpomyxr: MOBUINPEIN®, noponiok A15 opankHoro posuuHy s cawe B Ne 2

Manufacturing date / [Jara supoOuuurea: 05.07.2022 Batch number / Cepisa: 392543
Expiry date / Tepmin npuaatsocri: 05.06.2025

Analysis has been done according fo Quality Control Methods / AHAN3 BHKOHAHO Y BIANOBI AHOET 3 MKS:

Components / Analytical procedure/Specification / '
) L Resulis / Pesynpraru
o Hokaswukw . =~ Meromu kowtposso/Coenspikawis | e
Description / Onuc ' Visual control/ White to yellow free flowing Complies /
: crystalline powder / BizyankBaiit korpoas/ Big, Bianosizac
e 1 Ginory 20 508!\ BATOTO KOIRO CH: iy QHH MO OWOK | R
Identification / 1enThdtcanis [
Sodium / Harpiio | by Ph.Eur./ €sp. Gapw. |
i Ton chromatography / Jonna XPOMa L0 padis.. Complies / Binnorinae .f
Ascorbic Acid / Ackophinosa i Complies with test/ Biznosizae sumoram
KHCHOTA ! a} HPLC / BEPX: Complies / Bianosinae
. Complies with test/ Bianosijae sBumMosam :
! G) Colour reaction / Koasoposa peaxuis: Complies / Bianosizac -
. Complies with test’ Bi;inoeinae sumoram: |
Average mass / Cepelig viaca ! by Ph.Eur./ €ep. ®apw. / 10.282-10.918 g [ 10.5789 g/r
| Uniformity of mass./ T by Ph.Eur. / Complies with Ph.Eur./ €sp. @apyw.; | Complies/ Bixsiosizae
| Oanopixuicts Macyn - | Nosuuni pinnosizarw eumoram €ep. dayym, | _
¢ Loss on drying / Bmicr soaw by Ph.Eur./ Not more than 1.0 % / - 0.1 %
e | Enp. @apa. £ He Giabwe [0 % |
Assay, g/sachet: / Kinpkicue
BHIHAYEHHA, 1/cale: by Ph.Eur./ €sp. Dapm.
. Sodium / Harpitt 0.617-0.754 g/t (90.0-110.0%) 0.684 g/t
. Aseorbic Acid / AckopGinosa 8.951-10.940 g/r (90.0-110.0%) 10.252 g/r
| kucIoTa » e e _ ,
| Related Substances: / by Ph.Eur. / Cep Dapm.
. CynyTHI RoMIimru: i o
- Furfaral / &ypdypon . Not more than 1.0'% / He 6i:pine 1.0 % i Complies/ Biariosigae
Oxalic Acid / [|iasencsa kieriora | Not more than 1.0% / He 6idewe 1.0 % .1 Complies / Bixmonizae . R
Microblelogy! / Mikposicroriuna by Ph.Eur. / €ep. Duapm.
YHCTOTA' TAMC- o Not tested on this batch /
! not more than 19°CFU/g / ve 6lnbue 16° KOF/T He NpoROAWTRCS [T8 Aau0T cepil
| ' TYMC-
' not more than 10 CFU/g/ ne Ginbme 10° KOE/r 1
g Escherichia coli-
Page 3'4
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NORGINE

BATCH Qt:AI;tﬁ_CERTm‘;CME.FOR MEDICINAL PRODUCT /
CEPTUDIKAT SKOCTI CEPH JIKAPCHLKOI'O 3ACOBY

Product: MOVIPREP®, powder for oral solution in sachet B Ne 2/

lipoxyxt: MOBHIIPEII®, topoiuok Ang opansHOro. po3udHy B camle B No 2

‘Manufacturing date / {ata supotuuirea: 05.07.2022 Batch number/ Cepis: 392543
Expiry date / Tepmin mpugaruocti: 05,06,.2025

Analysis has been done according to Quality Control Methods / Amaiis sukonano y einmosiaHocri 3 MKSL

[ ERER 0 : - B PP — - z . - ;- . R .. e g+ _.._._...._._ e
? Components / _ Analytical prncedurngpeciﬁf:atlgn T Results / Pesytars
| okasuuku Lo Metonr koutpomo/Cnen ikauis ~
Appearance of solution 7 Onsc by Ph.Eur./ Cap. Dapm.
PO3HHHY ! - | |
Clarity / [1posopicts Must be clear vr no more Opalescent than Ref. Complies < Binosiae
suspension 1 / Iosrnen ByTu nposopav abo
B o BHTPUMYBATH NOPIBHAHHA 3 eranorowu 1]
Degree of colouration / No more intense than Ref solution Ys/ - Complies / Bimogigae
Konsopogicts 3afapsicHHd NpenapaTy He NOBHUHA MEPEBHILYBATH
320apBIICHHA eTAIOHHOIO nO34Hi: Y5 _ N
- e ¥ : oL pdHH: Xy p e
Reconstitution time/ Hac - by Ph.Eur/ Not more than 120 seconds / i 69 seconds/cekyia
| [O34HHEHHA .. Eop. Papm He bitewe 120 cex: ua S D —
pH i by Ph.Eur./gp. Gapum. /3.5-5.5 4.3
'Test are not routine and can be done on 1 barch per yesr. - 'Téct HE Py TUHHUN, (POBOAHTLCR HA OAHIH cepli B Pik.
Date of signature / Jata nianacy: Qualified Person /
Y OBHODBAKEHE 00004
s
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