AEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KUEBI

npoB. Hanii Ceitnnunot, 3, 02099, te. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPIIOY 37079055

BUCHOBOK
HPO AKICTH BBE3EHOI0 B Ykpainy aikapeskoro 3aco0y

14.02.2025 Ne 6940/25/26

BPEKCIH®

(nalimMenyBanHs JKAPCHKOro 3acoBy 3riaHo 3 peecTpauiinum HOCBiTYEHHAM)
Ta0aeTKH 10 20 mr, no 10 Taéaerox Y Oaicrepi; mo 1 Guicrepy B mauni 3 KapToHy

(popma Bumycky, no3yBaus, BU NaKyBaHHs J1iKapehkoro 3acoby)
Homep peecrpauiiioro nocsinuenns UA/4636/01/01 CTPOK Aii peecTpaliiiiHoro nocsinyents HEOOMEIKEHHML
Cepis aixapcekoro 3aco6y Ne 1190061 Kinexicrs BBesenoro nikapenkoro saco6y 900

Bupo6uux K'esi Dapmaneyruui C.n.A, Itanis

(naliMeHyBaHHg BHPOGHMKA JiKapchKOro 3acoby, KpaiHa MoXouKeHHs)

CuinbHe ykpaiHchKo-ecToORCbKe HiINPHEMCTBO y dopmi TOBapHCTBA
Baeseno B Vkpainy 3 00MexReH0I0 BiINoBiAAIbHICTIO "Onrima-®apwm, JITH", inenr. xon:
21642228

(naliMeHyBanns Ta Koz 32 €IPTIOY 1opumuynoi ocobu abo npisBuiLe, iM's, o GaTbkosi ¢isuunoi
0006w - mignpuemu, i Micue TIPOXKHMBAHHS Ta PEECTPAUIRKNI HOMEp 06iKOBOT KapTKH [UIATHUKA
nozarkis abo cepis Ta HoMep nacrnopra)

IpoToxon Bisyansnoro kontpotio sin 14.02.2025 Ne 430/01.10-25/4.

3a  pesynbTaraMu  IepKaBHOrO KOHTPOIIO  BCTAHOBNICHO, 1O JKapchkuif 3aci6 BBeseHo Vkpainy 3
AOTPHMAHHSM BUMOT 3aKOHOABCTBA LUOAI0 3a0e3M1eY€eHHs AKOCTI JHKAPCHKUX 3aC06iB.

/
Y4 Muxona XOJIOIEHKO

(mocaziosa 0Co6a opramy JIEPXKABHOT'G KOHTPOJIIO) (mianuc) (ininianu Ta npisuue)

Havansauk
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CEPTUOIKAT SIKOCTYCERTIFICATE OF ANA LYSIS

EpeKdH‘, maGremxu no 20 me
Btexm 20mg tablets
1 ‘mabaemia micmume: mpoucmmmy

Sixapcoruii 36ciG:
Drug product:
Aitoua perosuna’
Active ingredlent

Poamip cepii / Batch size |
Posmip ma mur naxysanns 7 Package size and fype

T Cuna oiffanmuenicms: / Stren Jt‘h/potency

i L mipoKcuramy

1tablet wntaln 191.2 mq of piroxicam-betadex that equivalent to 20

'_:Homr’p cepil, '/ Harch number | 1190061
aa /| / Date of Manufactwmg | 01/2024
| 01/2027 ..

49.628 ynaxoaou/packs
”; flo 10 mabaemox y Enicmepi;
0 tablets in blister; 1 blister In carton box
191,2 pae MipoKCURanty- -Gernadexcy, Wo ekam(meHmHo 20 me

191,2 mg of piroxicam-betadex thate

S
emadexcy 191,2 me, o ergisaaeHmHe 20 me niposcuramy
mg p;rox:cam

Iy

(ERTALAY
Ul £t 150 14E01I0I5 13 MEWEER OF
L4 R5e ASADRIRIG 150 T EOIRATION

‘1

nmapctma q’)opma/ Dosat JP form T

Pecempuyiline nocmaquHn /
 Marketing Autharization No.
Bupobmm, rparva / Manufacturer, country:

UA/4636/01/01

Ananis suronanutl y cidnoaidnocmi 6o cneyud ui‘:‘aupo(inuua
~The analy, is is performed according to the specificution of manufacturer

| mnﬁnenmu/tablets B

o T Gniemepy a nasul s KapmoRy

Miporcuram / Piraxicam Bidnoeioue/Corresponds

Bemadekc / Betadex Bidnowidae/Corresponds

Tecmu {Tests) Criequdpirayin (Specifications, ) Mentodu KOHMpPON Pesynsmamu
‘ i (Control methods) (Results)
Ornuc Taﬁnr’mmt BAIA0-He0a MY, WECMUKYMHI, 3 BisyanuHo Bidnoeidas
Description 2NUBOKOK MIRIER PO30MY 1100 epediHl, Vistial Correspords
Light yellow tablets, hexagonal, with a deep score
— line in the middle. -
laenmu(pmaum /
| Identification

' Bid 390 mz do 410 me
From 390 my to 410 myg

% Cepedun maca / Average
mass

Maiomes sidneeidamu sUMO205 @,Caponti
. Shuu Id meet Ph, Eur, requirements

He Ginvtue & %
Not more than 6%

Oaropidricme macu /
Uniformity of mass
Boda / Water

KinericHe 8UaHaqeria
Quantitative determination
[lipoRCukaMy 19 — 21 me/mabnemxa
L (me/mabnemia) 19 - 21 mg/tablet

| piroxicam (maftoblet) ).

]
| Odnopidnicme B0306GHUX

aduHLlb
Uniformity of dosage units |

Facsimibe 134
4 info@oni

| ia Giacorn Chiest
’/‘)1 (20 tnes)

BEPX, mokoepatpis kamnaHil Bidnosidac i
HPLC, company monogroph Corresponds i
TUIX, moHOZDIS KomIanll gidnoaidae
TLC, "campan)i_monugrupl’l Corresponds |
£ 2.9.5 } 398 me |
ph.Eur. 2.9.5 i 398 my
i
Bidnowidue ‘
.. Corresponds |
e (7 5.12, Memad A)
Ph.Eur. (2 5.12 Methad A) 4%
BEPX, €D (2.9.40) 20 M2
HPLC, Ph.Eur {2.9.40) 20mg
| —
BL{’X € (2.9 40) " pianosidae
HPLC, Ph.Eur (2.9.40) Corresponds

41’.1).’ P rma Umly

bop 13.04- 1045 W%

i nnw sies N. 19739

1-Posk Box 1. \88‘:4 e
4317




CEPTAQIKAT SIKOCTYCERTIFICATE OF ANALYSIS_ o3/t

Tecmu {Tests)

SISTEL D1 QESTIONE

CREATINGATL
COY
CERTIOUALITT
N CEHTRLITY
it tE“ 140 1400 FETNE 13 léf“&(ﬂ 3
K450 46001:5018 CEFEDEIATION

Crieyuepinayisn (Specifications)

Homiwi/ npodykmu
i posnady

impurities/ decomposition
i products
§ {a %y Kamnaeici)
'i {in % in conjunstion)
i 2- aminonipuduH
2-aminopyriding

(tmp. 1)
N-Memunconfonamio-
Gensolna xucnorma {(Lom. )

H
i

N-pripuduts-2-i71-0KCaNamoga He Ginbwe 0,15 % 0.00 % ‘
wucnoma (fom. 1) ' i
N-pyridin-2-yl-oxalamic acid | Notmore than 0.15 % 0.00 % E

|
i
!

He Bineue 0,03 %
Not more thon 0.03 %

He Binnwe 0,15 %

"1 BERX, € (2.9.40)

Memodi KOHMpPoMa
(Contral metha

HPLC, Ph.Eur (2.9.40)

Pesynbmamu

0.01 %
0.01 %

0.03 %

N-methylsolfonamide-benzoic Not more than 0.1.5 % 0.03 %
acid {hmp 4}

N-mermuncaxapud (dom. Vi) He Binowie 0,15 % 0.01 %
N-methylsoccharing (lmp. Vi) Not more than .15 % 0.01 %

L-{nlpudun-2-injcedoauHa
(Hom. 1V}
A-{pyridin-2-yl)urey {tmp.1v)
NI-(nipudun-2-int Joxeanaiid
(Lo, V)

| Wi-(pyridin -2-yloxalamide

| {imp.v)

\ NL-paemun-N2-(nipudur-2-
inorcanamio (oM. vit)
N1-methyl-N2-(pyridin-2-
yloxalomide { Imp V)
2-memuntenzo{dlizomioaon:
32H)-01 1,1 Bioreud (Lo,
viti)
2-methylhenzoldlisothiazol-
3(2H)-one 1,1-dioxide (tmp. Vi)
LyOu-aK0 HEBUIHAYEHU
HEidenmugrnnaaHa

He Ginnwe 0,15 %

Not more than 0.15 %
He Binvwe 0,15 %

ot more than 0.15 %
He Ginvule 0,15 %
Not more than 0.15 %

He Binvwe 0,15 %

Not more thuo 0.15 %

He Ginswe 0,15 %

<0.01 %

<001 %
<0.01 %

<0.01%

0.01 %

0.01%

<0.01%

< 0,01 %

<0.01%

Each unidentified unspecified Not more than 0.15 % <0.01%
Cymu He Biabtue 0,5 % 0.1%
Total Nat more thun 0.5 % i 0.1%

cor of Parmma Companies M. 15739
1.AAParma 159271 -Post Dox 138
st Office fiox 219 - 4121 Parma
2 Parma (1taly)

30 0571 774465
cEdehiesionm
160345
apital Eure 75MIL 4"

C 2

Company's



EISTEND 81 GESTIONE
LRAVFIEATE

CQY
CERTIQUALITY

CEATIGHALITY
(W A 15D 140017048 15 HERBER G
YISO ABOAER0IE €130 FEGERRTION

~CEPTHGIKAT SIKOCTI/CERTIFICATE OF ANALYSIS ctp.3/4 02/05/2024 - POK/

“Tecmu (Tests)

Posyurennn/ Dissolution

Mikpobionoziura qemoma
Microbiolagical purity

Cneyudiirayia (Specifications)

Viemadu KoHmpomo pesynsmamu
{Control methods) (Rgs\yl;s’)u

Yo poadusernn: 10 xo.

Q: He meHwe 90 %,

Bumoza A (n=6)

HodHe IHOURIDYaAbIHE JHAYCHNA HE MUE
Gymu mesiue Q4 5 %.

Bumoza B (n=12)

Cepedns 3HaUEeHHA NOAUHHO Gymu
exalganenmpusm abo Ginsue Q WodHe
HOUBIOYOILHE OKPEME SHOHEHHA HE MOE
Bymu merie Q- 15 %.

Bumoza € (n=24)

Cepede SHOUEHHN NOBLHHO Gymu
exaiaanenmuum abo Ginswe Hin Q, He
Ginowe HiXe ) QOKPeMUX IHAYEHHA MaOMe
Gymu merwe hine Q- 15 %, i modie

[HOUBIYANBHE IHOUCHHA HE MUE Bymu meHw

i Q-25 %,

Time of disselution: 10 mio
Q: min 90 %.

Requirement A {n=6)

Any individual value shoutd not be less than Q

‘
+ 5 %.

Requirement B (n=12)

Averoge value should be equivalent or more
than Q, any individual single value should not
be less than Q- 15 %.

Requirement C (n=24]

Average value should be equivalent or inore

than O, max 2 individual values should be less

than Q - 15 %, und po individual value should
be less than Q - 25 %.

108 %
€9 (2.9.3.)
Ph.Eur (2.8.3)

103%

3a20abHa RiAbKicMb aepolinu
MIKPOOPROMIZIAIE (TANC): He Ginbtue 103
KyYO/e

Total aerobic microbial caunt { TAMC): not
more thon 10° CFU/g

BaeaneHa KINbRICMb GPDRONQBUX MA
nnichscux epubie (TYMC): #e Ginttue DI 102

LRYO/e

Total yeasts and moulfds count (TYMC): not
more then 10° CFU/g
Escherichia coll: aidcymim 6 1 2

Escherichia coli: absentin 19 o
Bidnoainge
Corresponds

€ (2.6.12 ma 2.6.13) <10 KY0O/ 2
Ph.Lur, (2.6.12 and 2.6.13)
<10 CFU/ g

<10KYO/ 2

<10 CFU/ g

Bidnosidoe
s Corresponds
U playansiudl 02asd Bidnoeidae
1 Visual :

~ orr

SOGA.

Via Pal
(Mair grtrance!
Shore +30 0521 2791 (20 linos)

73408

oror of Parma Cormpanizs N, 15739
¢ Box 13885436
4121 Parmia

st Office Box 2189 -
ma (aky)




£51€M1 DY GESTIGRE
CENIFICAT

COY

CERTIQUALITY

U R 150 140012008 16 MERAFR OF
UHIILD 450THVIE T CRATGH

 CEPTU®IKAT AKOCTY

HailMenysanin, MicUEIHaXOMKEHRA Ta HaMepy NilieHaik B AlNbHULS 3 anpobHILTEA Ta KOHTROMMO arocti / Name, location and numbers of
Manufacturing licenses of all manufacturing sites and quality controk:

. BupoBHULTRO in hulk Ta KaHTPONKL cepii /in bulk manufacturing and patch control

Gaiin Pyac & PapmacioTikens H.T.M. C.0A,, Bia Mpirdano, 43 — 24041 BpemGare, ITanis

Fine Foods & Pharmaceuticals NOTM. S.p.A, Via Grignano, 43 - 24041 Brembate, llaly

Jivuenaust (Manufacturing license) No. aM-50/2023

3 MepBuHHE Ta BTORRHRE nagyBsaHHs, KOHTPONL Ta wyryck cepii / primary and secondary packaging, bateh contral and release

a3l Gapmaysy Tl C.n.A., Bia Cau fleosapio 06, 43122, Napma, iranis

Chiesi Farmaceulici 8.p.A., Via San Leonarde 96 — 43122, Parma, ftaly

fugeHaun (Manufacturing license) No. aM-161/2022

Cepruchikat gignosianocti GMP ans 8CIX AiNbHKUL 3 BUPOGHULTEA Ta KOHTPOMIO avocTi / Certificate of GMP compliance for all manufacturing
sites and quality cantrol:

. BupoGHnuTeo in bulk Ta xCHTPO capii £ in bulk manufacturing and batch contro

dain dyac & dapmacoTikens HOT.M. CoA., Bia Mpirsano, 43 -~ 24041 BpemGare, Iranis

Fine Foods & Pharmaceuticals N.T.M. S.p A, Via Grignano, 43— 24041 Brembate, taly

Ceprucikat gignosigrocr GMP Ne / Cerlificate of GMI? compliance No.: 1T/E5/1/2023

. [lepauiite Ta BTOPUHRS naKyRaHHR, KOHTPONL T8 BUIYCK cepil / in butk manufacluring, primary and secondary packaging, hatch control
and release

(Ceal bapmaueyTl C.n.A., Bia Cau [leoHapio 96, 43122, Mapma, v anis

Chiesi Farmaceutici S.p.A., Via San Laonardo 86 — 43122, Parma, ltaly

Ceprudhikat aignosigrocti GMP Ne J Cetlilicate of GMP compliance No.: IT/228/H2022

Texuoaosis GuPOGIINGQ, KOWREIOMY seocrti ma gy cepit 1190061 aiRapesRO2a 30008y Bpexcin®, mabaenriar o 20 me, no 10
mabnemon y Eaicmepi; no 1 6picmepy 8 e 3 kapmony, GAMP cuandupnianl SIONORIoNe.

Marutfacturing process, gualily cantrol anid retease of the batch Na. 1190061 of the product Brexin®, 20 g tablets, 10 tablets in blistery 1
biister in carion hox comply ywith GMP standards.

Crpagycnin sacaidno. wo nasedend ge inhapmayin ¢ DOCIOGHHIGI T MU0,

[ln cepin npoOyRyit 1190061 Oviti GheoNosaLid (oo uax_;:uuu.rm/f.\u'r/ch)-'(munr:) ma xounpois I socmi Ay npocedenil Ha
GHUCERTIAHIN GUPCOMIIE OLADINAY Y soiill GIOaEEIOHOCIN 3 QUAIOZAMY GMP, sk 8emanoGaLHi Micyecuat PEZVARIMOPIASI OPCAHAA,
ma y aionosionocnt i eneyghirayicio. sika e GOUMCR 8 PRCCIPAYITosy dacue, Hpomarxonu AUPODRUYINEN, YIAROGRN i aricatzie Gyan
pozagHni i slonosionicmn GMP wioneepdxcend.

1 heseby canfirnt that the abovementioned information is (rue aried correct.

These bateh of product 1190061 aie manfactured (inclding packeginglabeling) and thefr quality control is carried oui in the above
wmentioned manfacturing avea in fil complianee with the GMP requirements set by the local regulatory authorily and in accordance with
thie specifization locaied i the registration dossier. Protocols of mannfacliuing, puckaging aud (ests were anatyzed aud their GMI
complicice were confirmed.

VI0unoMOUEHROPAI )

Hama (Dote) ()2.05.2024

4

Chiest Farmaceutici S.p.A.
Qualified Person
Dr.ssu Elisa Monari

e +39 0521 7 Register of Parma Companies M. 1577
G .0 LAA Parma 189271 ;
VAT 1T Ml Bos, Office Box 219 - 43121 Parmna
Comgany's ( 43127 Parma (Italy)



http://www.tcpdf.org

