AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuanoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €EIPTIOY 37079055

BHCHOBOK
Npo AKICTL BBE3eHOro B YKpaiHy JikapcbKoro 3acoty

16.04.2024 Ne 20558/24/26

JIETPO30JI-BICTA

(HalMeHyBaHHA Nikapcbkoro 3acoBy 3rifiHo 3 peecTpaLifHUM NOCBITYEHHAM)
Ta0JIeTKH, BKPHTI IUIIBKOBOI0 060/10HK010, T0 2,5 Mr, o 10 Tabnerox y GJaicrepi; mo 3
faicrepa y nadmi 3 KApTOHY

(dhopma BHNycKy, 103yBaHHA, BHI MaKyBaHHA jikapchkoro 3acoby)
Homep peectpaniitioro nocsiauenns UA/14559/01/01 crpox nii peectpauiiinoro nocsinuenns HeOOMeXeHHH
Cepis nikapeskoro 3aco6y Ne CL24004B KinbkicTs BBE3€HOTO JiKkapchkoro sacoby 5005

BupoGHHK Cinnan ®apma C.P.JL., PymyHis

(HalmMenyBanus BupoGHHKa Nikapcekoro 3acoly, KpaiHa NOX0/HKCHHA)

Bse3eHo B Vkpainy Tosapucrso 3 odmexenoro Bixnosinansnicrio "BYCT ®APMA",
izenT. xon: 44107410

(naliMenysanns Ta koj 3a €JIPIIOY ophanuHoi ocobu abo npizsuue, iM'a, no 6arskosi
disuunoi ocobu - nianpuemus, ii Micue NpoXMBaHHA Ta peecTpattiituuit Homep o6nikonol
KapTKH TIaTHHKa nozarkis abo cepis Ta Homep nacrnopra)

MpoTtokon Bisyansnoro kontpoao eia 17.04.2024 Ne 1331/6.

ikapcekuii 3aci® BpeseHo B VYkpaiHy 3
i nikapceKuX 3acobis.

3a pesynabTaTaMM JEpXKaBHOrO KOHTPOJIO BCTAHOBJIEHO, L
AOTPHMAHHSAM BHMOr 33aKOHO/aBCTBA LWOAO 3abe3neyeHHs
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®DIKAT AHAMI3Y CEPIi IKAPCbKOIO 3ACOBY

Ne: S/PF/0209/24

Date: 16 February, 2024

Name of product / HalimenyBaHHa npoaykTy
(strength, dosage form, package size and type /
posmip Ta TMN

003yBaHHA, Aikapcbka ¢opma,
YNaKOBKK)

Kaprony (Ne 30)

LETROZOLE-VISTA, film-coated tablets, 2,5 mg, 10 tablets in
blisters, 3 blisters in blisters in cartons box (Ne 30) /
NETPO30N-BICTA, Tabnetu, BKpUTi N/iBKOB0I0 060/I0HKOIO,
no 2,5 mr, no 10 rabnetok y Graicrepi, no 3 Gaicrepu y nauwi 2

Active substance / fliloua peyoBuHa

Letrozole 2,5 mg [/ Jlerposon 2,5 mr

Name and country of manufacture /

S.C. Sindan-Pharma S.R.L., Romania /

HasBa 1a Kpaita BupobHuKa Cinpgax ®apma C.P.J1., PymyHin
MA number / Homep Pl UA/14559/01/01

Batch number and size / Homep cepii 1a Il po3mip CL24004B / 5005 packs/ nauok
Date of manufacture / flata eupobunursa 08.01.2024

Expiry date / Cpok npugartHocTi 31.01.2028

Name and address of manufacturing site /

HaiimeHyBaHHA Ta gpeca BUPOBOHWUYOT AiNbHUL]

Bucuresti, cod 011171, Romania /

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,

Cinpan ®apma C.P.J1., 6ya. loHa Muxanaue, 11, cextop 1, 011171,

Byxapecr, PymyHia
License number of manufacturing site / 14F
Homep niueHsii BUpo6GHUYOT AinbHULI
. . Result /
Test / Tecr Specification / Cneuudixauia Pasyimrar
Description / Onmc Yellow, round, biconvex film-coated tablets with the | Complies /
homogeneous surface and undamaged edges / Kpyrni, | Bianosigae
ABOONYKAi, BKpUTI nniskosoio obonoHkowo, Tabnerku
JKOBTOTO KOMbLOPY, 3 OAHOPIAHOI NOBEpPXHEK Ta
HEYLWKOAKEHUMMU KPAsMHK.
Uniformity of dosage units / Shall meet the requirements of Ph. Eur. 2.9.40 / Complies /
OAHOPIAHICTL AO30BaHMX OAMHULL Mae suTpumyeaTv Bumoru Esp.Papm. 2.9.40 Bignosinae
Identification / Igenmudikauia
- UV spectrometry / Ultraviolet absorption spectrum of the test solution
- meTog, YO- cnexrpomerpii prepared for the Assay in the range from 200 nm to 300 nm
should have the maximal wave length 240 + 2 nm / | Complies /
YnbTpadioneToBuid CNeKTp nornuHaHHA BunpobysaHoro | Bignosipae
pPO34yKHY, NPUroTOBAHOIO ANA KiNbKICHOTO BU3HA4YeHHs, B
obnacri Big 200 Hm go 300 HM NOBUHEH MaTH MaKCUMyM
3a OBXUH XBuab 240 + 2 Hm.
- HPLC method / In the chromatogram of the test solution obtained during
- metop, BEPX Assay, retention time of letrozole principal peak shall
correspond to the retention time of letrozole principal
peak in the chromatogram of the reference solution / Complies /
Ha xpomatorpami sunpobysaHoro posuuHy, oaepwaHii | Binnosinae
NpH KiNbKICHOMY BUSHA4EHHI, Yac YTPUMYBaHHSA OCHOBHOTO
nika NeTpo30/y Mae BiANOBIAATU uvacy YTPUMYBaHHA
OCHOBHOTO nNiKa NETPo30/Ay Ha Xpomatorpami PO3YMHY
NOPIBHAHHA.
- Titanium dioxide** / Positive reaction / Not Tested/
- TutaHy giokcug, Mo3WTUBHA peakuis UcnbiTanme He
NPOBOAMUTCA
- Iron oxide yellow** / Positive reaction / Not Tested/
- 3anisa OKCnA, MOBTUIA** Mo3uTHBHA peakuja UcnbiTaHue He
NpoBOAMTCA
Dissolution / Not less than 80 % (Q+5) in 30 min / 100
Po3uMHEeHHA He meHuwe 80 % (Q+5) 3a 30 x8.
Assay [ 2,50 mg + 5% (from 2,37 mg to 2,62 mg) / 252
KinbKicHe BUSHa4YeHHA 2,50 mr + 5% (ot 2,37 mr o 2,62 mr) !
Sinden Pharma } 11 lon Mihalache Bivd, !t (+40)2131817 67 Page1of2

1 011171, Bucharest 1, Romania

(+40) 213181777

i £ (+40) 21 3124499




teva|§,2e

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®DIKAT AHANIZY CEPII NIKAPCbKOIO 3ACOBY

Ne: S/PF/0209/24

Date: 16 February, 2024

Name of product / HalimenyBanHa npoaykry
(strength, dosage form, package size and type /
003yBaHHA, nikapcbka ¢opma, po3mip 1@ T™MA
YNAKOBKHM)

LETROZOLE-VISTA, film-coated tablets, 2,5 mg, 10 tablets in
blisters, 3 blisters in blisters in cartons box (Ne 30) /
NETPO30/1-BICTA, Tabnetku, BKpUTI NAiBKOBOIO 06010HKOI0,
no 2,5 mr, no 10 rabnerok y 6aicrepi, no 3 6aicrepu y nauuj 3
KapToHy (Ne 30)

Active substance / [liioua pe4yoBuHa

Letrozole 2,5 mg / Nletposon 2,5 mr

Name and country of manufacture /

S.C. Sindan-Pharma S.R.L., Romania /

Hassa 13 KpaiHa BupobHuKa Cinpan ®apma C.PJL., PymyHin
MA number / Homep PI1 UA/14559/01/01

Batch number and size / Homep cepii 12 i po3mip CL24004B / 5005 packs/ nauok
Date of manufacture / lata supobxuuTsa 08.01.2024

Expiry date / Cpok npugatHocTi 31.01.2028

Name and address of manufacturing site /
HalimeHyBaHHA Ta Apeca BUPOOHUYOT AinbHUL

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania /

CinpaH ®apma C.P.J1., 6yn. loHa Muxanaue, 11, cextop 1, 011171,
Byxapecr, PymyHin

License number of manufacturing site /

Homep niueHsii BMpobH1IO0I AinbHULI 14F

2 Result /
Test / Tecr Specification / Cneumdikaunin s
Related substances / CynyTHi goMilKu
- impurity A / -gomiwka A Not more than 0,3 % / He 6Ginbwe 0,3 % <0,05%
- Impurity B (4,4’,4"-methylidenetrysbenzonitrile) / | Not more than 0,2 % / He 6inbwe 0,2 % N.D.
pomika B (4,4’,4"- metunigeHetpucbeH3oH itpun)
- each unspecified impurity / Not more than 0,1 % / He 6inbwe 0,1 % <0,05%

KOXHa HeigeHTudiKkoBaHa AOMILLKa

- total impurities / cyma gomiwok Not more than 0,5 % / He 6inbwe 0,5 % <0,05 %
Microbiological purity / Mikpo6ionoriusa uucroTa
Total aerobic microbial count (TAMC) / 3aranbHe NMT 10° CFU/g / He 6inbwe 10° KOE/r <100
yucno aepobHux mikpoopraHiamis (TAMC)
Total yeasts and mould count (TYMC) / 3aransue NMT 10? CFU/g / He 6inbwe 10 KOE/r <10
UYUCO APDKAMKOBUX Ta nniceHeBux rpubis (TYMC)
Escherichia coli Absent in 1 g / BigcytHictb B 1 1 Absent / BigcyTtHa

**The test is performed on the first three commercial batches and then on each 10* batch./
TecT NPoBOANTLEA Ha NepLINX TPLOX NPOMUCIOBUX CEPIAX | Ha KOXHIN 10-il cepil.

The batch meets the requirements of QCM for MA Ne UA/14559/01/01 /

Cepin sianosigae Bumoram MKA ao PN Ne UA/14559/01/01.

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control 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, packaging and analysis records were reviewed and found to be in compliance with GMP / Uum 8 3acsiguyio, wo
HasegeHa Buue iHdoOpmauis € AOCTOBIPHOIO Ta ToyHow. LA cepia npoaykty 6yna BWIrOTOBNEHa, BKAKOYAIOYU
NaKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha Bulle3asHaueHil(ux) ainbHuui(ax) B NOBHIK BignosiaHocTi Ao Bumor GMP
MICLLeBOrO Perynioloyoro opraHy Ta Ao cneumdikaujii y peectpauiifiHomy A0Cbe KpaiHu-imnoprepa. 3anucy npo cepiiHy
06po6Ry, nakyBaHHA Ta aHani3 6ynu nepesipeHi Ta BU3HaHI TAKUMM, WO BiANOBigaloTe GMP

Issued by / 3aTeepgxeHo
Qual:f' ed Person / YnoBHoBa)<eHa ocoba:

1\ {F'@W gt coann_ OX
* bate / Dara: G m M\\ M

—’

Compiled by / MigroTtosnexo
Quality Control / KoHtponb AkocTi:

(Full ngme, position, signature) /v
B Whnion , o
Date / flata: /£y 7624

LGN
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(+40) 213181777
f (+40) 21 3124499
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