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AEPXKABHA CJIYKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIA OBJACTI

npocnext Banepia JTlo6arnoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
Hpo AKICTHL BBE3eHOro B YKpaiHy Jikapcskoro 3acofy

16.06.2023 Ne 26675/23/10

APAJET
(HaltMeHyBaHHA MIKAPCHKOTO 3ac0by IMixHO 3 peecTpalliiiuM IOCBi TIeH M)
TA0/1eTKH, BKPHUTI IIiBKOB0I0 06010HK00, X0 2,5 Mr o 10 Tadaerok y Gaicrepi; mo 3
Oaicrepu y naqmi 3 kKaprony
{(dopma BHITYCKY, AOIYBAHHA, B MAKYBIHHA JKAPCHKOTO 3acoby)

Howmep peectpaniitroro noceinuenns UA/13659/01/01 crpox aii peectpauiiioro mocsixenns 01,01,.2099
Cepia nikapeskore saco6y Ne 231015 Kimpkicrs BBesenoro mikapeskoro 3acoby 1080

BrpoGuux I'enedapm CA, I'penist

(nafimenyBaunsa BHpOGHHKA TiKkapcskoro 3acofy, KpaiHa NOXommKeHHA)

Bgeaeno B Vpainy Tonapucrso 3 o6mexenoro Bimnosigansuicrio "3EHTIBA

YKPATHA", inenr. xou: 38804488
{mafimMenysanra 1a xof 32 €IPTIOV roprmranoi ocobH ao NPi3BHIE, iM, 0 GaTBKOBI hi3uIHOT

0COGH - ATPHEMILs, Tl Miclle TPOXKMBAHHA Ta PeCCTPALIHHKEA HOMep 0BMIKOBOT KAPTKH NNATHHKA
nojaTKis abo cepid Ta HoMep macropTa)

HpoTtekon Bizyaisuoero koutpeme rin 15.06.2023 Ne 1748/4.

3a pesyneTaTaMH JEPKABHOrO KOHIPONK) BCTAHOBIGHO, I1M0 IHKAapchKHE 3aci6  Bmeseno & Vrpainy 3

AOTPHMAHHAM BruMOr 3aKOHOAABCTEA WIOAC 3a6e3MeYern AKoCT] MKapChKHX 3acobis.

Ipnaa TIAJIAMAP
- (rnitaims a i@jiiasﬁmé)
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Certificate of analysis / Ceprudukar anaansa

Name of product / Ha3sa nponyxry

ARALET / APAJIET

1,
2. Country of the manufacturer/ Kpaina aupoBunirea Greece / Fpeuin
13 Registration certificate number in Ukraine / Homep UA/13659/01/01 (sin / from 24.06.2019 ao / valid till
17 peecTpauifidore moceinvenna a Yipaiui unlimited/veobmenenuil)
1 4. Strength / lozyeannus _ :]16::;22:;22',55':1%
. A | film coated tablets 2,5 m
3. Pharmaceutical form / Jlikapcbka dopma T TabneTku, BKpUTI nninxognmo o6ofoHKkoK no 2,5 Mr
, ; 10 tablets in blister; 3 blisters in carton box
: 6, Size and type of the package/ Poamnp JaTunyngkeney 10 Tabnerok y 6nictepi; 3 GricTepn y kaprounilt kopobui
7 “Batch number/ Homep cepii~ 231018 :
| = Batch size / Poamip cepii i ) 1080 packs / yn.
18. Manufacturing date / llata supoGuuursa | 04/2023
1 9. | Expiry date / [laTa 3akinvesiis Tepmity npuaarHocti 04/2028
10. | Name, address and manufacturing license numbers for | Genepharm SA
all sites responsible for manufacturing process and | 18" km Marathonos Ave, 15351, Pallini Attiki, Greece
quality control / Ha3sa, aapeca # Homepu Riuenaifi va Manufacturing license number No 0000000073723 /1
BUpoGHHiTEO ANK BCiX BRpoGHHKIB, BiANORINANLHHX Tenedrapm CA
3a BHPOGRIY Uit NpoLieC Ta KOHTPOb AKOCTI 18-it km MaparoHoc Amesio, 15351, Mannivi Arrika, Ipeuia
o _ Homep supo6Griyol nitenaii Ne 0000000073/23/1
11. | Certificates of GMP compliance numbers for all sites
of manufacture and quality control / -
Homepn Ceprudikatia sianosiarocti eumoram HBM | GMP Ne 30207/6-3-2020
AnR BCIX BHPOGHUKiR, BiRNOBINANLHUX 32 BUPOGHHYHA '
MPOLEC T3 KOHTPONIL AKOCTi
12. | Results of analysis / Pesynsrar ananizy

See table below / Cm. Tabnnuy nuxe
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@ge'w\aHnGenepharm SA

18" km Marathonos Ave, Pag&.crp |2

15351, Pallini Attiki,

Greece

........ _ Results of analysis / Pesyanraru anaaisy
- Parameter tested Acceptance limits Results
- KouvpotLopanni napamerp Bonycrumi mexi Peayarratn
:Appearahcéi . Yelldw, round, biconvex film coated tablets / Passes test / Bignoeipnae
- Onuc { Tabnerkw  kpyrnoi  dopmu  nBoAKOBMnYXAI,
: 18kpuri  nmniekosowe  0BOROHKOIO  XOBTOrO
4 KOABODY.

[ dentification letrozole (HPLC) /
 Inentudmratiia netposony (BEPX)

{ In the chromatogram of tested solution, obtained

in section “Assay”, the Retention Time of
Letrozole peak must corresponds to the
Retention Time of Letrozole peak of reference

i} solution /

Ha xpomoTorpami eunpobysanoro pouuiy,

| onepxanoro y posaini «Kinskiche susnauensy,

YaC  YTPUMYBAHHA  NiXa  JMeTpo3ony  Mae
CNiBNAnatn 3  9acoM  yTPHMYBaHHR  nika
JIeTpolony  Ha XpoMoTorpami po3tuHy
NOPIBHAHHA

Passes test / Bianosigae

Identification letrozole (UV) 7
- InenTudrurauis nerpozony (YO)

| nopisrAKNA

| Absorption spectrum of tested solution in the
4 region from 220 to 400 nm must corresporids to |
1 the absorption spectrum of reference solution/

CnekTp nornuHaHKA BUNPOSyBaHATo po3uuHy B
obnacti Bin 220 wM no 400 nM RoBHHeH
BIANOBIZATH CMEKTPY NOTAUHAHHA  pO3YHHY

Passes test / Binnoeigae

| Identification titanum dioxide /
Ipentudiikauia Turany niokcuny

Color reaction / Kontsoposa peakutia

Passes test / Bignosinae

| Identification iron oxide 7
) fnenTndikatiin 3aniza okcuay

1 Color reaction / Konnoposa peakuin

Passes test / Binnosinae

103 mg 4% (from 99mg to 107 mg) /-

| Average weight / [ 102mg

} Cepenuna maca 103 Mr+ 4% (Bin 99 mr a0 107 mr)
Disintegration time / NMT 10 min / S4sec
Polnananun. ... | He Gidbie 10 xB . "
Dissoltion / ‘| NLT 80 % (Q) at 30 min 4 96.9%

[.Po3usiuerna | _He menwe 80 % () 3a 30.x8 P

{ Uniformity of dosage units / o TTAV LIS o 30
OoHOPIHICTS A0I0BAHHX CAMHKUL

| Water content / NMT 7,0 % 5.0%

{ Bona o) He Ginstue 7,0 %
Related substances/ CynposinHi momitrku
- any unknown impurity f 6yas-nka <03% 0.04%
HeinenTHdikoraHa nomiuika
- lotal impurities / cyma fomimok <0,6 % .0,08%

Microbial limits /
MixpoSionorivsa usictora

-Total aerobic count (TAMCY): < 10° cfufg
-Total fungi count (TYMC): < 102 cfuig
-Escherichia coli: absentin 1 g

-3aranbue uHe/Io aepoGHHX MikpoopraHiaMmis
{TAMC) — ue Ginsiwe 1000 KYO/T,
-3aranuke tHMENO APiAKIKOBUX Ta NNICHABH
rpubis (TYMC) — He Ginvwe 1 00 KYO/zo#
-Bincyrnicts £, coli B )1,

Assay of letrozole /
KinskicHe Biinavenun nerpozony

_Bifl 3a3Ha4YeHOr0 Y po3aini «Cxnany B

£
3

Not More Than 10°cluy /
He Binbwe103 KYO/r
Not More Than 10%cfuig/
He Ginbwe 102 KYO/r
Absence / BincyTHi




cﬂ:'w‘m"a"“(}e:nt:phan‘n SA
18" km Marathonos Ave,
15351, Pallini Autiki,
Greece
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13 | Certification statement/
3aasa mono cepTndikauil

I hereby certify that the above information is authentic and
accurate, This batch of product has been manufactured,
including packaging/labeling and quality controf at the
above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the
importing country. The batch processing, packagmg and
analysis records were reviewed and found to be in
compliance with GMP,

Lum niaTeepaxyio, mo BaLIeBHKRANEHA inOpPMaLia
aBTeHTH4HA i Bipua, [lana cepis npenapaty npoeeneka
(Bxmoualoun yNakosky / MapKyBaHHA Ta KOHTPONb AKOCTI)
BHLLEBKA3IAELUM BHPOOHHKOM ¥ noeHill sinnosigHocTi 3
BumoramMin GMP nokankHOro peryiaTopHoro opraqy Ta 1o
3areepaxerux cnenndikaniii no peectpatitinoro
TOCBIAYEHHA KpaiHH-iMnopTepa. JoxyMenTauin 3
BHpOGHHUTEA Cepil, NakyBaHuA Ta TECTYBAHHS nepesipena,
A BCTAHOBAEHA il Bianosianicts sumoram GMP.,

15. | Name and 'positioﬁltitle of person authorizing the
batch release / Im'a T2 nocana ocobu,
Binnosiganbuol 3a sunyck cepil B o6ir

N. Gravos
Head of Quality Control, Quahf’ on

16. | Signature of person authorizing the batch release /
Mianuc ocof, sinmoinansiol 3a sunyck cepif 8
obir

Aikolaos Grayos/Msc Chemist
Headonuaittyzu rol, Qualified Person

17. | Date of signature / Jlata nignucy

1140512023

------ End of document ------
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