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QUALITY CERTIFICATE / CEPTHDIKAT IKOCT]

NAME OF PRODUCT: [NUROFEN® CERTIFICATE/CEPTUMIKAT
HA3BA IPOIVKINY:  [HYPOOCH® Ne  3z8719
Country of manuvfacturing / Kpafna-supobunx United Kingdom Bennka Bputauix

CERTIFICATE REGISTRATION NUMBER: UA/6313/62/02

HOMEP PECCTPAIIHHOT O IOCBLTYEHHA: UA/6313/02/02

Streagth / Potency: / Ciaa il / AxraenicTs: IBUPROFEN 200 mg / IBYTIPO®EH 200 wy
(Dosage form / Jlikapeexa dopma Coated tablets / Tanetkn, skpuri ofononxero

Package size and type / Poamip 1a T nakosaniim 0 8 (8 % 1) per blister/ Nz 8 (8 x 1) y Gmicrepi

BATCH NUMBER / HOMEP CEPIT: SHi21 DATE OF MANUFACTURE: / JATA BHFOGHHIITBA: 052024

cre———
“**BATCHSIZE /POSMIP CEPIL:  [6sgCa | -L 0¥ DATE/ BATA SAKIILHHA TEPMIRY 05 2027

Responsible for manufacture of the product, packing,
quality control and release / Bignosizansiuit 22
BHPOGHRUTES, NAKYBANWA, KOBTDOIL AKocT] TH
BHOYCK cepil:

Reckitt Benckiser Heslthcare International Lithited, Nottingham site, Thane Road,

Nottingham, NG90 2DB, United Kingdom

Petadrr Beaxisep Xenckep Inrepyenmn Nimites, Horrinren caiir, Tefin Poyn,

Horrinrem, NG90 2DB, Benuxa BpuTanis

Appearance (visual) /
Onuc (BisyaTeinit)

i

iz S P SRR Sy |
A white to off-white, biconvex, sugar
an identifying logo in black on one face/ Bini ao Maitke Gini

coated tablet printed with

tSympodeny ( Y-cnexTpockonis)

4 . Complies /
BEOOMYKi  TAGMSTKH, NOKPHTI LyxpoBo o6onoHKOl0 3 Bianosizac
inentudikyronuM HamcoM HOPHOTQ KOALOPY 3 OHOT CTOPOHA
TAbAETKH,
|tdentification / Ixeurudixain Must comply with the approved test /
Ibuprofen (IR)/ [ozmumo sinnosinarn JATECPIKEHOMY METORY. Complies / Bianosinae

Complies / Rignorinac

** Poyunnenns

*Titanium dioxide / Must comply with the approved test / Last Tested / lata
*Miokena THTARY Tlorummo sianorigars IATBEDIPKEHOMY METONTY, OCTRHHBOIO aHAMi3y:
04 2024
Complies / Binnosinae
*[ron oxide / Must comply with the approved test / Last Tested / fara
*Oxcrg 1aaiia [losnuuo sianosizarn IATBEPIKEHOMY METO/LY, OCTAHHEOTG aHAizY:
(42024
"Average mass (Eur. Pk, 2.9.5.) / 431 mg
*Cepenna maca (Esp. ., 2.9.5) 408 mg - 450 mg / 408 wr — 450 wr 431 L
Disintegration / Must comply with requirements of Eur, Ph. 2.9.1. / Complies /
Poinapanns [lomitio sinoninaty sumoran Esp. @, 2.9.1, Bignosigac
** Dissolution / Must comply with the requirements of the USP. Not less than | Complies/ Bianosizae

80% (Q) of the stated ibuprofen content dissolves in 60
minutes./ Toaunuo sianosimaru BuMorass USP. 3a 60xz ue

Last Tested / flara
OCTRHHBOTO ananisy:

Menwe 80% (Q) sin zasBnesol kinskooti o pos3gini Crnag. 052024
*Mierobiclogical Examonstion /
*Mixpofitonoriuna wnerors
Total viable count: 3aramna ximsxicrs MHTTEINATHHX . . ;
OpranisMie: Complies / Bignosinae
Aerobic Bacteria / Aepolinmx Gaxrepift (TAMC) < 10° CFU/g /<10 KYOIr Last Tested / Jlara
= OCTANNRLOrO aHani3y:
Yeasts and Molds / Npixlxestx T2 maicenessx roubin
i & < 16? CFU/g / <10 KYO/r 06 2023
(TYMC)
1Escherichia coli Absent/g / Bigcyriictn v | r.
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SKU 3081345 W recuitt

Benckiser

Certification statement: / 3ansa npo ceprudixauin:

[ hereby certify that the abova information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality
contzol a4 the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the speeification in the Registration
Dossier. The batch processing, packaging and analysis record were in compliance with GMP.

et 2 3a£BiAYYI0, 1O HABEAENE PHINE iHGopMAUIX ¢ A0CTORIPHOIO T8 ToukDI. Lo cepiro npomyxuil Gyno BUpOBAEHT (BITHONANMH NAKYBAKKA / MAPKYSALIA) Ta
NposeReio KOHTPOAL 11 SKocTi Ha BuIneIasHauenilt Aineuaui y NODAIN BITNOBIANOCT] 3 wnMOraMH GMP, BOTIHOBAEHHMN MICHEBEM PErYTATOPHIM OPrasoM, a

[Takok BianoBiAHG v creundixadin, wo MicTaTLen Y pecctpauiltnoMy rocke, [1potoxonn supofuwiTsa, naxynanss Ta ananisis Syno nepernsHyTo Ta sCTAMOBACHO
BignosimicTs GMP.

Comments /Komentapi;

" The test for Uniformity of Mass (PhEur 2.9.5) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Tbuprafen tablets 200
mg. / * Teet Onsopiauocti mack (PhEur 2.9.5.) BRXOHANO HA CEPUEBKHI TASIETKA ¥ BIANOBIUHOCTI A0 cneuy@ikawii Ne $5437.

* One batch manufactured per year will be tested for compliance with these tests. / Teer npoeonsTeca subipxepo na onkilk is cepili, ane ue pinwe oaworo pasy Ha pix,
** The first ten batches manufactured will be tested for compliance with this test followed by & minimum of one batch in every ten batches manufactured. / Tect
OpaBencHO #a nepumx 10 cepinx qnx nizTRepIKeHRS BizMoRizHocTi. [ToTin RPORONATRCA Ha oAMif i3 10 pupobacHux cepilt.

"The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Posstip cepii sazaveno sk KinskicTs XopoBis Bupobnesci cepil. Onun xopob MicTrTs F44 cnoxupTrx ynaxonox.

Name and position/title of person authorizing the batch release / Date of signature /

[pisname Ta nocana/seanna ocobu, SKa BHARIA T0IBIN BA BERYCK cepil Sigozture] Mumpe Jara niankcanna:

Elaclronically signad by: Mandy
Slgnature:'m":'j 23 Redoon: | agprove i document

Date: Jun 25. 2024 +1:37 T+
37 GM
Emall. ma dy-tu gOOSE@]eck it.COl

Mandy Turgoose. QP / Qperations Quality Manager.

Elactronicaly signad by: Andnew Bodbwr . _ e ’ it .
Signature:  Mivks Reason: | am the author of ihle signafure' (’/’* : M?kaﬁdfﬁmmrm
Dale: Jun 21, 2024 09:14 GMT+1 * K Data: Junt 21, 2024 20:29 GMT+T

Emall: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JIEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KUIBCBKIN OBJIACTI

npos. Ceitnxunoi Hanif, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-miail: dls.ko@dls.gov.ua, Koxg €JIPTIOY 37078774

BUCHOBOK
npo AKicTL BBe3eHoro B Ykpainy Jikapcekoro 3acoGy
09.09.2024 Ne 43562/24/10
HYPODEH®

(naitmenyBsaund Nixkapeskoro 3acoby 3riiHo 3 peecTpauliffiHuM NOCBiNYEHHAM)
TabeTku, BkpuTi o6ononkoro, no 200 mMr; no 8 Tabnetok y 6aicrepi; mo 1 6aicrepy B
KapTonniii kopobui

(dopma BHITYCKY, ZOIYBARAN, BHA NAKYBAHHA NIKAPEHKOrO 3acoby)
Homep peectpanitinoro noceiguenns UA/6313/02/02 crpok nii peectpauiitnoro nocsimuenns 01.01.2099
Cepia nixkapcbroro saco6y Ne SH821 KinbkicTs pBe3eHOTO Jikapckoro 3acody 57024

Bupobuuk Pexxkitr Benxizep Xenckep Iurepremun Jlimiten, Benuka Bpuranis
(HaftMeHyBaHRA BHpoOHHKa ikapcexoro 3acoby, kpaiHa NoXomkeHH )

Beeaero B YipaiHy TopapucTeo 3 0GMexeitoro Bignosinansuicrio ""Pexxitt Benkisep
Xaycxoaa Eng Xenc Kep Ykpaiua', inenr. xon: 33696041
{uaitmenyBanns Ta koa 3a EPTIOY topuauurol ocobu abo npissmme, imM'a, no Gatekosi

dizmanoi ocofiu - mianpueMus, 1 MiCLle MpoXKEaNHA TA peccTpauifinui Homep obnikosoi
KAPTKY TIATHHKA NOAATKIB abo cepis Ta Homep nacnopra)

Mpotoxoa sizyansnoro kourpomo sig 30.08.2024 Ne 2582/6.

3a pe3ynsTaTAMH JIEPABHOTO KOHTPOMIO BCTAHORJEHO, IUO JiKapchKER 3aci6 BBezeHo B YkpaiHy 3
AOTPHMAHHSM suMor 3akoHOABCTRA MONO 3a6e3neeHHA AKOCTI NiKapchKUX 3ac0obib.

//g : @J,/ Biktop CTE®KIBCHKMH

/] Y ps Z Sl IS8
aopncp RHEro Youtpomo) e 7 {mannc) (iniuianu Ta npizsmine)
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QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

NAME OF PRODUCT: [NUROFEN® CERTIFICATE/CEPTHMDIKAT
HA3BA IIPOJYKINL:  |HYPOOEH® No 364874

Country of manufacturing / Kpaina-supofanx United Kingdom Bennxa Bpurania

CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02

HOMEP PECCTPAIIIHOIO IOCBITYEHHS: UA/6313/02/02

Strength / Potency: / Cupia pii / Axtusnicrs: IBUPROFEN 200 mg / IBYITPODEH 200 mr

Dosag-c form / Jikapcebka hopma Coated tablets / TaGaerky, nkputi 0G0N0HKO0

Pﬂck;ge size and type / Poastip Ta THn nakopaunn No 8 (8 x 1) per blister / Ne 8 (8 x 1) y Baicrepi

BATCH NUMBER / HOMEP CEPIf: [SL490 DATE OF MANUFACTURE: / JATA BHPOGHUUTBA: 07 2024
*+BATCH SIZE/PO3MIP CEPI:  [387 Ca rattoey R 07 2027

Responsible for manufacture of the product, packing,
quality control and release / Binnosiganemmii 3a
BHPOGHNUTEOS, TAKYBAHNA, KONTPONE SIKOCTi T2
BHIYCK cepii;

Nottingham, NG90 2DB,United Kingdom

Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,

Hotrinrenm, NG90 2DB, Bemxa Bpurania

Pekxirr Benxisep Xenckep Intepuetwn Jliviten, Horrinrem cafit, Teitu Poys,

inenrnd)iKyiowuM HaNHCOM YOPHOTO KONBOPY 3 OIHOT CTOPOHY
TabNeTKH.

M’mufacturmg License/ Hiuensin ua mipoﬁmm’rno. 12862
N R ) ;s. TR Sty ¥ = N
‘ R T R R R RN TRAY By o - RESULTS OF
{ it #,ﬁz{ E@‘é‘s ?iﬁ* wwhjijs,i’ u!ieg st i hilisl I‘!{u, s 3 ANALYSIS
c e | PEVILTATH
A ?ﬂii’qﬁh&ﬂi i;ﬁ?nﬁ'—m ek S | il m; s;-r 't AL AHAJIIBIR
Appearance (wsual)l [A white to off- whlte to oﬁ'-whxte biconvex, sugar coated tablet prmted w1th
Omnc (pisyanbuuit) an identifying logo in black on one face/ Bini abo saitxe 6ini Complies /
BOONYKAT TAONEeTKH, MOKpUT G . ’
HBOOITY TKH, TOKpHTI Lykponoro ofoNomkorg 3 Bianoninac

Identification / Izewrnpiranin
Ibuprofen (IR) /
I6ynpodeny { [Y-cnexTpociconin)

*Titanium dioxide /
*iokeiy THTAHY

*Iron oxide /
*Qxceng 3aniza

Must comply with the approved test /
[ToBYHHO BIANOBIAATH 3ATBEPKEHOMY METOLY.

Must comply with the approved test /
Horunno sianonigaTy saTBepAAeHOMY METOLY.

Must comply with the approved test /
Nosnnuo sinnosigars 3aTsepakeHoMy MeTOLY.

Complies / Biznoaizac

Complies © Bi;wostiar
Last Tested / [ara
OCTRHHLOIO AHanizy:

04 2024
Complies / Bignosinae

Last Tested / [lata
OCTaHHbOrO AHAMI3Y:

04 2024
*Average mass (Eur. Ph, 2.9.5,) / -
4 . =
i 08 mg - 450 mg /408 mr— 450 Mr 435 mg /M1
Disintegration / Must comply with requirements of Eur. Ph. 2.9.1./ Complies /
Posnaganus [MosunHo Bianosinati suMoram Esp. @. 2.9.1. Binnosiaae

** Dissolution /
** PostuiHenna

Must eomply with the requirements of the USP. Not less than
80% (Q) of the stated ibuprofen content dissolves in 60
minutes./ [losuuno sinnosigats sumoram USP. 3a 60xs ne
mene 80% (Q) nin 3assneno] xinekocti B poszini Cxnayx,

Complies / Bianosiaac
Last Tested / ata
OCTAHHLOT'O AHARIZY:

05 2024

*Microbiological Examonation /
*Mikpobionoriuna unerora

Total viable count: 3aransua KinbKicTs KUTTEINATHEX
opraniaMin:

Aerobic Bacteria / AepoGuux Gaxrepiii (TAMC)

Yeasts and Molds / ipixbresux Ta naicenerux rpubis
{TYMC)
Escherichia eoli

< 10° CFU/g /<10° KYO/r

< 10° CFU/g /<10° KYO/r P

Absent/g / Bincytuicte B 1 1.

‘ ‘("()'t"npljcs Brost tar

Last Tested / flma
OCTaHHBOMO aHANI3Y:

072024

g
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SKU 3081345 B reckitt

Benckiser

Certification statement: / 3aspa npo cepridriranino;

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality
control at the above mentioned site(s) in full complianee with the GMP requirements of the local Regulatory Authority and with the specification in the Registration
Dossier. The batch processing, packaging and analysis record were in compliance with GMP.

Ll 2 saceiauyio, o Haneaena siie indopMalia € JocToBipHOIO Ta ToyHEo. Lo cepilo npoayKLil 6ya0 BupodAeHo {RKMONAIONH MAKyBamIR / MapKysanus) Ta
MPOBEAEHO KORTPONK Il AKCCT] Ha BH(E3a3HateH H ANsHIL Y nosHifl BianosiaHoCTi 3 snMoramit GMP, BeTanoBfeHIMN MICLEBNM PEIYAATOPHHM OPrasoM, a
raxox sinnosinio no cneutdicadiii, o MicTATscs y peecTpauiiinonmy nocke. Iporokon BEPoGIKHITRA, NAKYBAHHA T8 HAN3IB GYAO NEPErARINTO TA BCTAHORNCHO
BignoBigHicTs GMP.

Comments /Komenrapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for [buprofen tablets 200
|mg. / * Tect Onnopianocti mack (PhEur 2.9.5.) sitkonaso #a cepueanti Talnerku y BiqnoBigHoOCTI Ko cneuspikanii No 55437.

* One batch manufactured per year will be tested for compliance with these tests. / TeoT nposoauTsca BiGipkoBO Ha OZNiF i3 cepill, anc He piAWE 0AHOro pazy na pIk.
** The first ten batches manufactured will be tested for compliance with this test followed by a minimum of ane batch in every ten batches manufactured. / Teer
nporefieno Ha neptitx 10 cepinx ans ninreepmxentn sinnosiauocti. IToTiM NpoBOANTLCS Ha ORI i3 10 BupoGaeHnx eepifi.

'The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Pozamip cepil 3aseatteno ax xinskicts xopoGis sipobaenol cepil. Onuu kopol MicTiTs 144 CROKMBYHX YNAKODOK.

Date of signature /

Name and position/title of person authorizing the bateh release /
Jdara nizmseanuse:

i . Signature / Hinpnue
pi3BHIE TA MoCANA/3BANHST 0cobN, AKA BI/IAMNA 103BIA HA BUNYCK cepil

Elgclromically signoe by Netola

. ¥ Sty
s IgNn ature: N m S(ym Vit prove this documpni

Reason: ! aéu
Pale: Aua 23. 2024 14:06 GMT+1

Email: Natela.Stylianou@reckitt.com

Natela Styliarou QP / Compliance and Validation manager,

Etectronically signad by: Angrow Godber - Elacironicatly signed by: Philip Knight
Signature: Miniee e Signature: / - Roason: { hava joviowsd s
Dale: Aug 23, 2024 10:01 GMT+1 ’ C ‘5‘2‘?2‘.-"1{‘35 23, 2024 13:59 GMT+1
Email; Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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AEPXABHA CJIYIKBA 3 JIKAPCBKHX BACQBIB TA KOHTPOJIO 3A
' HAPKOTHKAMM Y KHIBCBKIHN OBJIACTI

npoe. CeiTuusol Haaif, 3, mKuie, 02099, Ten/daxc: {044) 576-40-41
E-mail: dls.ke@dls.gov.ua, Kog EAPITIOY 37078774

BHCHOBOK
Ipo SIKiCTHL BBE3eHOro B YKpaiuy Jikapebkoro 3acofy

13,02.2025 Ne 4843/25/10

HYPODEH®

{nnifmemyBpanan nixapeskoro aucaby 3rifHD 3 peecTpanilinimM nocsinueHHAM)
Tabaerxky, BkpaTi 06osonKo0, o 200 Mr; nte 8 Tabnerox y Gaicrepi; no 1 GaicTepy B
KaprouHii xopobui

(chopma BHMycKy, n03yBaHNA, BHA NaKyYBRRHA NiXAPCEROTO 38c06y)
Homep pecorpaniiiroro nocsinsemum UA/6313/02/02 crpox xif pecerpauiiisoro nocsimuexsr 01.01.2099
Cepin nixapcskoro sacofy Ne SLA490 Kinsricts BeeseHoro mikapeskoro sacofy 19008

BupoGiuk Pekxitr Benxkisep Xenckep Inrepuemnn Jlimiten, Bennxa Bpnranis

(nalimenrynanns Bupofinnka nixapesxoro 3acoBy, xpaiun MOXOIKENTA)

Becacro B Ypainy TopapucTao 3 06Me;xenow pixnorimansuicTIo "PekKiTT Beuxizep
Xaycxomn Enpg Xenc Kep Vipaiua®, inesr, xon: 33696041

(Hatbuerynamig T2 o 3a €APTIOY wapwimnot ocobH a60 wpizpame, iM'A, no Garexosi isnumol
ocalbn - mipmpneni, i Miene npoxsmansx T8 peectpanjitmil nomep 061ikonoT kupTrH NNATHIRA
nopeTxir a6o cepix Ta HoMep machopTa)

Hpotoron sisyansHore korrpomo sin 06.02.2025 A 0345/3.

3a pezymsTaTaAMH NepXKaBHOTO  KOHTPOMIO ECTAHORNEHO, w0 JiKapchkuit 3aci6 BBeseno ®  Yrpainy 2
AOTPHEMAHHAM BrMOr 3aKOHOJAECTEA IGNE 2afeincTenns FKOCT] NiKapcbkux 3acofin,

{IhiBlionn = nplinsiad)
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