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AEPKABHA CJIY2KBA 3 JIIKAPCBKUX 3ACOBIB
KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Haxii Ceitauusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €EAPTIOY 37079055

BHCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JIiKapcbKoro 3acody

16.04.2024 Ne 20559/24/26

JIETPO30JI - BICTA

(naliMeHyBaHHS NiKapcbKoro 3acoby 3riZiHO 3 peecTpaLlifHEM MOCBLTYCHHAM)
TabJeTKH, BKPHTI ILTIBKOBOIO 000,10HK010, 10 2,5 Mr, no 10 Taéaerok y Ouaicrepi; mo 10
faicrepiB y ma4ui 3 KAPpTOHY

(dopma Bunycky, 103yBaHHA, BHA NAKyBaHHA Jlikapcskoro 3acoby)

Howmep peecrpauiitiioro noceiguenns UA/14559/01/01 crpox nii peectpauiiinoro nocsiguenss HeoOMeXeHHH
Cepia nixapcskoro 3acoby Ne CL24006B KinskicTs BBE3€HOrO Nikapcskoro 3acoby 2135

Bupo6HuK Cingan ®apma C.P.JI., PymyHis

(naliMenypanns BupobGHHKa ikapcekoro 3acoby, KpaTHa NOXOLKCHHS)

Beesero B Ykpainy TosapucTBO 3 06Mexeno0 BignosizamsuicTio "BYCT ®APMA",
inent. koa: 44107410

(nafimMenyBatHa Ta ko 3a €JIPTIOY 1opuau4Hoi ocobu abo npissuule, im'a, no 6aTekosi
(pizuunoi 0cobH - mianpuHems, T Miclie NPOXHBaHHA Ta peecTpaulifinki Homep oBnikosoi
KapTKH NAaTHHKa nojarkie aGo cepis Ta HOMEp nacnopra)

INporoxon BisyansHoro koutpomo sia 16.04.2024 Ne 1331/7.

3a pe3yJbTaTaMH JIEPKABHOrO KOHTPOJIKO BCTAHOBIEHO, Jikapcbkuii 3aci6 BBezeHo B VikpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA W00 3a0e3neqeHHA K i nikapcbkux 3acobis.
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Mﬂnuc) (iniuianu Ta npissuie)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AHANI3Y CEPIi IKAPCbKOIO 3ACOBY

Ne: Ne: S/PF/0377/24

Date: 18 March, 2024

Name of product / HalimeHyBaHHA npoayKTy
(strength, dosage form, package size and type /
[O3yBaHHA, nikapcbka ¢opma, posmip Ta TMN

LETROZOLE-VISTA, film-coated tablets, 2,5 mg, 10 tablets in
blisters, 10 blisters in blisters in cartons box {Ne 100) /
NETPO30/-BICTA, Tabnetku, BKpUTI NNiBKOBOIO 060NOHKOID,
no 2,5 mr, no 10 rabnetok y 6aicrepi, no 10 6nictepis y nauuj 3

YNaKOBKM)

kaproxy (Ne 100)

Active substance / fliloua peyosuHa

Letrozole 2,5 mg / Nerposon 2,5 mr

Name and country of manufacture /

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

Ha3sa Ta kpaiHa BupobHuKka Cinpgax ®apma C.P.J1., PymyHia
MA number / Homep P UA/14559/01/01

Batch number and size / Homep cepii Ta ii po3mip CL24006B / 2135 packs/ na4ok
Date of manufacture / ata BupobHuuTBa 05.02.2024

Expiry date / Cpok npugaTHocTi 29.02.2028

Name and address of manufacturing site /
HalimeHyBaHHA Ta Agpeca BUPOOHWYOT AinbHUL

Bucuresti, cod 011171, Romania /

Byxapect, PymyHin

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

Cinpax ®apma C.PJ1., 6yn. loHa Muxanave, 11, cexktop 1, 011171,

License number of manufacturing site /

Homep niueHsii BMpo6HUYOT AinbHUL i
" ] Result /
Test / Tecr Specification / Cneundikauis PosTaT
Description / Onuc Yellow, round, biconvex film-coated tablets with the | Complies /
homogeneous surface and undamaged edges / Kpyrni, | Bignosigae
ABOONYKNI, BKPUTI nniBkoBOK 060A0HKO, Tabnetku
JKOBTOrO KOMbOPY, 3 OOHOPIOHOIO MOBEpXHEKw Ta
HEYWKOMKEHUMKU KPaAMK.
Uniformity of dosage units / Shall meet the requirements of Ph. Eur. 2.9.40 / Complies /
OpHopigHicTb 030BaHWX OAWHHWLD Mae suTpumyBaT eBumoru €sp.dapm. 2.9.40 Bignosinae
Identification / lgenTudikayia
- UV spectrometry / Ultraviolet absorption spectrum of the test solution
- merog Y®- cnektpomertpii prepared for the Assay in the range from 200 nm to 300 nm
should have the maximal wave length 240 = 2 nm / | Complies /
YnoTpadionerosuii cnektp nornvHaHHA sunpobysaHoro | Bianosigae
PO3YMHY, NPUFOTOBAHOMO O/1A KiNbKICHOrO BM3HAYeHHA, B
obnacri Big 200 HM A0 300 HM NOBMHEH MaTW MaKCUMYM
32 A0BMMH XBUAL 240 £ 2 HM.
- HPLC method / In the chromatogram of the test solution obtained during
- meTog 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 BunpobyBaHOro po3uvHy, ofepaHii | Bignosigae
NPU KiNbKICHOMY BM3HaY€HHI, Yac YTPMMYBaHHA OCHOBHOIO
nika NeTpo3ony Mma€ BignNOBIgaTM Yacy YTPUMYBaHHA
OCHOBHOro niKa NeTpo30/ly Ha XPOMaTtorpami po3suMHy
NOPIBHAHHS. Not Tested/
- Titanium dioxide** / Positive reaction / UcnbiTaHue He
- TuTaHy giokcug, MNo3uTMBHa peakuin NnpoBOAUTCA
- Iron oxide yellow** / Positive reaction / Not Tested/
- 3anisa oKcua, KOBTUH** MosuTtusHa peakuis UcnbiTaHne He
NPOBOAMUTCA
Dissolution / Not less than 80 % (Q+5) in 30 min / 99
Po34yuHEHHA He meHwe 80 % (Q+5) 32 30 xs.
Assay / 2,50 mg £ 5% (from 2,37 mg to 2,62 mg) / 248
KinbKicHe BU3HauYeHHA 2,50 mr £ 5% (o1 2,37 mr 40 2,62 mr) ’
Sindan Pharma | 11 lon Mihalache Bivd, It (+40) 213181767 Page 1of2

{ 011171, Bucharest 1, Romania '
| £ (+40)21 3124499

(+40} 21 31817 77
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AHANI3Y CEPIi NIKAPCbKOrO 3ACOBY

Ne: Ne: S/PF/0377/24

Date: 18 March, 2024

Name of product / HalimenyBaHHa npogykTy
(strength, dosage form, package size and type /
AO3yBaHHA, Aikapcbka ¢opma, po3mip Ta TKN
YyNaKoBKu)

LETROZOLE-VISTA, film-coated tablets, 2,5 mg, 10 tablets in
blisters, 10 blisters in blisters in cartons box (Ne 100) /
NETPO30N-BICTA, rabnetkn, BKkpuTi nniskosoto 060noHKoIO,
no 2,5 mr, no 10 tabnetok y Gaicrepi, no 10 6nicrepis y nayui 3
kaproHy (Ne 100)

Active substance / flilo4a peyoBuHa

Letrozole 2,5 mg / Nletposon 2,5 mr

Name and country of manufacture /

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

Hassa Ta kpaiHa BupobHuKa Cinaan ®apma C.P.J1., PyMmyHinA
MA number / Homep PN UA/14559/01/01

Batch number and size / Homep cepli 1a ii po3mip CL24006B / 2135 packs/ nauok
Date of manufacture / lata supobHuuTBa 05.02.2024

Expiry date / Cpok npugarHocTi 29.02.2028

Name and address of manufacturing site /
HalimeHyBaHHA Ta apeca BUpOBHUYOT AiNbHUL

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania /
Cinpan dapma C.P.J1., 6yn. lona Muxanaue, 11, cektop 1, 011171,

Byxapect, PymyHis

License number of manufacturing site /

K 2 : 14F

Homep niueHsii BupobHuYai ginbHUL]

. . Result /
Test / Tecr Specification / Cneundikauin PeaynbTet
Related substances / CynyTHi gomiwku
- impurity A / -aomiwka A Not more than 0,3 % / He Ginswe 0,3 % <0.05 %
- Impurity B (4,4’,4"-methylidenetrysbenzonitrile) / | Not more than 0,2 % / He Ginbwe 0,2 % <0.05%
Aomiwka B (4,4',4"- metunigeHeTpuc6eH3oH itpun)
- each unspecified impurity / Not more than 0,1 % / He Biabwe 0,1 % <0,05%

KOMHa HeigeHTUdiKoBaHa AOMILLKa

- total impurities / cyma gomillok Not more than 0,5 % / He 6inbwe 0,5 % < 0,05 %
Microbiological purity / Mikpo6ionoriuna uncrora
Total aerobic microbial count (TAMC) / 3aranbHe NMT 10° CFU/g / He 6inblie 10° KOE/r <100
uucno aepobHux mikpoopraismis (TAMC)
Total yeasts and mould count (TYMC) / 3araneHe NMT 10% CFU/g / He 6inble 10% KOE/r <10
yucno apiwmrosmx Ta naiceHesmx rpubis (TYMC)
Escherichia coli Absent in 1g/ BiacytHictbB 1r Absent / BigcyTHa

**The test is performed on the first three commercial batches and then on each 10" batch./
TecT NPOBOAUTLCA Ha NEPLLKMX TPLOX MPOMUCAOBUX Cepiax i Ha KOMHIW 10-ii cepil.

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

Cepin signosigae sumoram MKA go PN Ne UA/14553/01/01.

I 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 / Lium a 3acsiguyio, Wwo
HasegeHa suule iHbopmauia € pocToBipHOW Ta TodHOw. LA cepia npogykty 6yna BWroTOBAEHA, BKAHAKYM
NaKyBaHHA/MapKyBaHHA T2 KOHTPOAb AKOCTI Ha BUULE3a3HaveHii{ux) ainbHULi(AX) B NOBHIK BigNOBIgHOCTI Ao BUMOr GMP
MICLEBOro peryno4oro opraHy Ta 4o cneuudikauiii y peectpauiilHomy J0Cbe KpaiHM-imnopTepa. 3anucu npo cepiiHy
06po6Ky, nakyBaHHA Ta aHanis 6yaun nepesipeHi Ta BU3HaHI TakuMK, WO signosigaTs GMP

Compiled by / NigrotosneHo
Quality Control / KoHTponb akocri:

(Full name, position, signature)
%&&mﬂmw . %w
Date f.ﬂ.a'ra:/(fﬂ& Q024
Sindan Phorma | 11 fon Mihalache Bivd,
i 011171, Bucharest 1, Romania {

it (+40)213181767
(+40)21 3181777
| F{+40) 213124499

Issued by / 3aTBepaxeHo
Qualified Person / YnosHoBaxeHa ocoba:
(Full name, position, signature)

ZoppNA— BALA LA
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Date / faTa:
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