TEPXKJIKCITYIKBA
HEPKABHA CIVIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCHKIM OBJIACTI

npocnext Banepia JloGanosckkoro, 51, M. Kuis, 03110, Ten/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.u Kon €JIPTIOY 37078774

BHUCHOBOK
IO AKICTH BBE3€HOro B Ykpainy aikapebkoro 3acoly

15.06.2021 Ne 33038/21/10

BPEKCIH®

(nalimerysanns nixapcskoro 3aco6y 3rigHo 3 PeeCTpaItiHHEM NOCBi TYeHHsM)
Tabaerku no 20 mr, no 10 Tabaerox y Gaicrepi; mo 2 6aicrepn B nawni 3 KapTOHY

(dopma semycky, nosynauus, aun TIAKYBAHHA TKApCEKOro 3acoby)
Homep peectparitinoro mocsizuenns UA/4636/01/01 cTpox il peecrpauittuoro mocsiguenns 01.01.2099
Cepis nixapcekoro saco6y Ne 1133132 KitexicTs BBeseHOTO nikapcskoro sacoby 20025

Bupofrux K'esi @apmaneyruni C.n.A., Itanis

(naiiMerypanug BupoGHuka TRAPCHKOIO 3ac06y, Kpaina MOXOIKEHHS)

Breaeno B Vpainy ToBapucTo 3 06MexeHoM0 BignORiNATEHICTIO "®OPC-®APMA
AUCTPHABIOUIH", igenr. xox: 41941076

(nativMerynanns Ta xox 3a €PIIOY topunHaHOT ocobu abo mpissume, iM'a, 110 6aTEKOB] izmynoi
0cob¥ - miampreMus, 1 Mice mpoxupsans T2 peecrpauiiiuui HoMep o6ixoBoi KapTrRE NnaTHUKa
nioaaTkiB aGo cepis Ta HoMep nacropra)

Hpotokon BisyansHore xorTpomo ein 11.06.2021 N 2013/2.

3a pesymeTatamm nepxasHOro KOHTPOMIO BCTAHOBAEHO, IO JKAPCHKHN 3aci6 BEezeHo = Vxpainy 3
AOTPHMAaHHAM eumor 3aKOHOJABCTBA oA 3aleanegenns 1 MKapChKAX 3acobin.

i

1 Pfﬂh'}‘pé%ﬁf :
Ky

¢ N
\!&{3‘5\3

i " \};{,ﬁl-; Vr g
&0
g
3

Q)
AL

(i) ] o e

{nevTudiraufimi

4194'\ 076 2 rf.'




{-*Chiesi

CEPTHOIKAT SIKOCTI/CERTIFICATE OF ANALYSIS

crp. 1/3 27/05/2021 - pOK/
Rixapcexuil saclb: Epesxcly’, manemiu no 20 mz
Drag product: Brexin®, 20 mg tablets
Aloya pevoauna; 1 mabnemua micmume: nipoxcuxam y-Gemadexcy 191,2 mz, wo exsiaanexmua 20 mz nipo KEUNTAY
Actlve ingredient: 1 tablet contaln 191.2 mg of piroxicam-betadex that equivalent to 20 my piroxicam
Howmep cepll / Botch number 1133132
Aoma eupobruymsa / Date of Manufacturing 02/2021
Tepmin npudamuocmi / Expliry date 02/2024

Pozmip ceplt / Batch size

20,025 ynaxosor/packs

Posmip ma mun nakyeanns / Package slze and type:

fio 10 matinemox y Enicmepl; no 2 6nicmepu & naayl a gapmony
10 tablets in bifster; 2 blisters In carton box

Cuna Blfakmuenioms: / Strengtivpotency:

181,2 mz niporcuramy-Semadexcy, wo exsisunenmus 20 m2

nigoxeuramy

181.2 myq of piroxicam-betodex that equlvalent to 20 mg piroxicam
Nixapeska popma / Dosage form: mabnemuy / tablets
Peecmpotifiine noceldernnn / UA/4636/01/01
Marketing Authorization No.

Bupobnuy, xpatse / Manufacturer, country:

K'eal Gapmaueymuul C.1xA., Imanis / Chiesi Farmaceutici S.p.A, Haiy

Ananls euxonanull y sldnosidnacmi 3o eneyudlkayll supo
The analysls Is performed according to the specification of manufacturer

Guna

KOR

Tecmu {Tests) Creyudilnayln (Specifications) Memeodu kovimponio Peaynomarny
o {Control methads) {Results)
Orntuic
Description Tabnemxu Brlda-yosmi, wecmixymesi, 3 Bisyanohn Bidnoaidae
2nuboKoio Alnicio poanomy nocepedui, Visual
Light yelfow tabilets, hexogonol, with o deep score Corresponds
line inthe middie,
idenmudgbinayin /
identification BEPX, monozpadin komnonli | Bidnoaldee
Bldncaidue/Corresponds HPLC, company monograph Corresponds
Nipoxecuram / Piroxicam
Bidnosidoe/Corresponds TLX, morvepadin xomnanit Bidnoaidue
bemadent / Betatlex _ TLE, company monograph Corresponds
Cepedus smoaca / Average Bid B30 me2 do 410 mz EG 205 402 mz
mass From 390 mg to 410 mg Ph.Eur. 2.9.5 402 mg
Maioms aldnoaidomu sumozam ®.€aponu Bidnosidae
Odnopitnicms macu / Should meet Ph. Eur, requirements Corresponds
Uniformity of mass
Boda / Water He Gimwe € % € (2.5.12, Memod A} 4%
Not more than 6% Ph.Eur. {2.5.12 Method &} 4%
Kinbricue sugHovenna
Quantitative determination BEPX, €0 {2.9.40)
THpokcukamy Bid 19 me2 30 21 mz. HPLE, Ph.Eur {2.9.40) 20 mz
(mzfmadnema) from 19mg to 21 mg 20 mg
Plroxicam {mg/teblet) _
O3naplonicme dosceasux AV: 515 (L1) BEPX, EB2.9.40] . s B -
" HPLC, PiEur (2.948) s Wz?b%d‘
Unifarmity of dosage units L : pel )
=
/s OPC-OAPA
FCTRBIONE
] Ln,emﬁigi%g‘g

By

42

o A D 5 15

N 780 S
Wy Ourg 08 o

CHIES] FARMAGCEUTICE S.p.A. C.C.LAAParma £59271-Post Box 13885439

26/A, Via Palermo (Main entrance: 1, Via Glacom Chiesl)

43122 Parm - Ttaly

Phone +33 0921 2791 (20 lines)

Facsimile +39 0521 774468

VAT IT 01513360345

Company’s Capital Euro 7SMIL
Register of Parrna Companles N, 15739
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Mail: Post Giffice Box 219 - 43121 Parmna
E-mail: info@chiesigroup.com
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CERTIQUALITY
15 MEMBZR BF
€150 FEQERAYION

CEPTH®IKAT AKOCTICERTIFICATE OF ANALYSIS

crp.2/3 27/05/2021 - POK/

Tecmu (Tests)

Creyugsixayin (Speclfications)

Memodu konmpomo
{Control methods)

Pesyasmamu
(Results)

Cynpoeion! domiluxy
Reluted Impurities

2- aMidonipuduit (e % y
Hamaaerce 3 nipoxcunamom)
2-aminopyridine {in % in
cenjunction with piroxicam)

He Ginswe 0,03 %

Not more than 0.03 %

BEPX, €¢ (2.9.40)
HPLC, Ph.Eur (2.9.40)

<0,005%

<0,005%

Posuunenns/ Dissolution

Yae posyunenss. 10 ke,

Q: He menwe Y0 %,

Bumnea A {n=6)

Hodue fndualdyansre amguenns ve moe
Oyrnu menwe G +5 %,

Buaoza B (=12}

Cepedie snovenHs noeuno Gymu
exglaonenmuum abo Binsle Q, wodie
Hdusidyansie onpeme suaverns He moe
Bymu menwe Q- 15 %,

Bumuoza € {n=24)

Cepgdue IHavenHs rosuino Gymu
exslenneHmHLIM 060 Sinbiue M Q, He
Ginvwe Ride 2 OHpeMUX SHOYERHS MAOmS
Symu menuie wli Q- 15 %, [ wodwe
ndugldyansie suauenna He mae Bymu medw
Hin Q- 25 %,

Time of disseluiion: 10 min

G min 80 %.

Requirement 4 (n=6}

Any Individual value should not be less than Q
+5%,

Requirement B (n=12)

Average value should be eguivalent or more
than Q, any individual single vaive should not
be less thon G~ 15 %.

Regulrement € (n=24)

Average volue should be eguivalent or more
than Q, max 2 Individual values should be less
than Q - 15 %; and no individual value shoufd
belessthan Q- 25 %,

€0 (2.9.3.)
Ph.Eur (2.9.3)

102%

102%

MirpoGlonozluva yucmoma
Microblological purity

3azanuto Kinksicms aepobHux
mixpoopeasiamie [TAMC) e 1 2 < 10° KOE;
Total aerobic microbiol count (TAMC) in 1g <
10 CFU;

3azansra vineiicms dphdmosux ma
fnAlchneux 2putiie (TYMC) 8 1 2 < 3107 KOE;
Total yeasts and moulds count [TYMC) in 3 g
SI0PCFU;

Escherichia coll e 1 2 nostinna Bymu
gificymin
Escherichia coltin 1 g should be absent,

€ (2.6.12 ma 2.6.13)
Ph.Eur. {2.6.12 and 2.6.13)

,‘;i_,m'sli:ﬁa f’jr

<10 HOE/ 2
<10 CFU/ g
<10 KOES 2

<10 CFtif g
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CERTRUALITY
| CEPTU®IKAT SIKOCTI/CERTIFICA TE OF ANALYSIS crp.3/3 27/05/2921 - PQK/ |

HaimeHysaHHR, MicuBIHAXDAKEHHA Ta Homepw FitsHalR Boix AMbHRLS 3 BAPCGHULITBE TA KOHTpOM0 AKoCT! f Name, location and
numbets of Manufacluring icehess of ail manufacturing sites and quaiity control:

. Bupobwutpmao in bulk, nepeuyie ma smopunne naxyaasns, Kormpons cepit, sunyci cepit / in bulk manufacturing, priniary
and secondary packaging, batch control, bateh release

K'eaf Gapmausymunyl C.n.A., Bia Can HNeoHapdo 96, 43122, apua, mantss

Chiesf Farmaceutic $.p.A., Via San Leonardo 96 — 43122, Parma, italy

Nuuenzun (Manufaciuring license) No. aM - 2472021

Ceprudhikar signorighocri GMP ana BCH AINbHWLE 3 BUPOBHULTEA Ta KoHTRGHIL aKoct / Certificate of GMP compliance for alf
manufaciuring sites and quelity control:

¥ Bupobunymac in bulk, nepainwe ma emopunne noxyaanus, KOHIpoRe cepl, eunyex cepit / in bulk manufacturing, primary
and secondary packaging, batch control, batoh releass

K'eai Papmayeymuyt C.nA., Bla Cau feonapdo 96, 43122, lapua, Imanisn

Chies] Farmaceulicl S.p.A., Via San Leontdrdo 96 — 43122, Parma, ltaly

Ceprudbixar sianoelanocti GMP Ne / Cerfifluate of GMP compliance No.: 177 TiHIZ019

Texnonpein eupotntpmea, KONMPOMO SkecRil mia sumyery cepill 1133132 nixapetwnzo sacolly Bperein@, mnbaemxn no 20 Mz, no 10
nabnemox y 6nfemepl; no 2 6alcmepy anevyi 3 xapmowy, GMP cmandapmine sidnogidae

(Manufactuying process, quallty control and refease of the batch No. 1133132 of the product Brexin®, 20 myg tabiets, 10 tablets in
blister; 2 blisters in carton box comply with GMP standards,

Chpasxcrist sacaidupo, ujo nasedend die ingpopmayin € docmosipnow i mowroo.

4]a cepin npodyxyil 1133132 Gyxa euznmoanena (RKIIONGION HAKYGANHA/MAPKYSAUNR)  md konmpons I axoeni Gya nposedénuil
ia alueaxazanix aupobrusux dieanyax y noeniii aidnocidwgemi 3 aumeceau GMP, s eomanparent atleyeauMI PeVARMOPRIMY
opzanamu, ma y gidnoeionoemi iz cneybdicayicio, axa anarodumees ¢ peeempayiiivosy docer, llpomokosn ewpobrymea, yraxoess i
ananizie Bynu poxensaymi i sidnostonicns GMP nidmeepducein.

! hiereby confirm that the abovementioned information is true and correet.
These batch of product 1138132 are manufactured (including packaging/label ing} and their quality conirol is carvied out in the
above mentioned manufacturing area In full compliance with the GMP requiremenis set by the iocal regulatory authority and in

accordarice with the specification located in the registiation dossier. Protacals of manufacturing, packaging and tests were analyzed
and their GMP eompliance were confirmed,

Ynomwesovennoe put

Hama (date) 27.05.2021

D .*t@{; Monari / Jlp. Erica Mosapi

Chiesi Farmaceutici 5.p.A,
Person
Dr.ssa Etisa Monari
61 Tag  @p
! % £ ‘L;,—:“Wt
£ / Net 2N
CHIES] FARMACEUTICE S.p.A. . Facsimile +39 0521 774468 C.C.LAA Pary
26/A, Via Palerma {Maln entrance: 1, Via GlacomgChiesl) VAT IT 01513360345 )
43122 Panina - Haly Company's Capital Eurg 75MIL Mall: Post Office i
Fhone +39 0521 2791 (20 lines) Regqister of Parma Companies N. 15739 E-mall: Infa@chie
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