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CEPTU®IKAT AKOCTI CEPIT IKAPCbKOIO 3ACOBY
Ne: S/PF/1710/21 Bupanuii: 05 ,nucronaaa, 2021

HaiimeHyBaHHA npogyKTy

(Ao3ysanHa, nikapcbka dopma, po3mip Ta TN naKyBaHHs)

JIETPO30/1-BICTA, TabneTtku, BKpUTI NNiBKOBOK 06010HKOI0,
no 2,5 mr Ne 30 (10x3) y 6nicTepax B KapTOHHUX Na4yKax

Oioua peyoBuHa Jletposon

HalimeHyBaHHs Ta KpaiHa BUpobHUKa Cingan ®apma C.P.J1, PymyHin
Homep peectpauiiiHoro nocsigueHHs UA/14559/01/01

Homep cepii ta ii posmip CL21029A / 10582

[ata BUroToBneHHA 10.2021

MpupatHuii go 10.2025

Appeca Ta Homep niueHsii BUpo6HUUOT ginbHUL

CiHgaH ®apma C.P.J1, 6yn. lona Muxanaue, 11, cekrop 1,
011171, byxapecr, PymyHia /14F BuaaHo 23.07.2018

GMP ceptudikar abo nocunanHa Ha EudraGMP 27/2018/R0O
Onwuc Kpyrni, aBoonykni, BKpuTi mnaiBkoBow 060n0HKoW | Bignosigae
TabneTkn XOBTOrO KOMbOPY, 3 OJHOPIAHOI NOBEPXHEHD i
HEeYLWKOXEHWMW Kpaamu
OpHopigHicTb Ao30BaHMX oAUHULL | Mae Bignosigati Bumoram €sp. Gapm. 2.9.40 Bignosigae
InenTUdikauin
- meTog, Y®-cnektpomeTpii YnbTpadionetosuit cnektp nornuMHaHHA BunpobysaHoro | Bignosipae
PO34YMHY, NPUrOTOBAHOrO ANA KiNbKICHOrO BU3HAYEHHA, B
obnacti Big 200 HM A0 300 HM NOBUHEH MaTU MaKCUMyM
NpY A0BXWH XBUNb 240 £ 2 HM.
- meTog BEPX Ha xpomatorpami BunpobysaHOro posuuHy, ogepwaHiin | Bignosigae
MPKU KiNbKICHOMY BW3Ha4eHHi, 4ac YTPMMaHHA OCHOBHOIO
nika netposony Mae BiANOBIZATM Yacy YTPMMYBaHHA
OCHOBHOrO Mika NeTpo30/y Ha XpomaTtorpami pPo3uuHy
NnopiBHAHHA
- TUTaHy giokenpg™** MosuTuBHa peakuin Bignosigae
- 3ani3a oKcug, KoBTUIR* * Mo3nTUBHa peakuisa Bignosigae
Po34YUHEHHA He meHwe 80 % (Q+5) 3a 30 xB. 102
KinbkicHe BU3Ha4eHHA 2,50 mr £ 5% (Big 2,37 mr go 2,62 mr) 47

CynyTHi gomilwKu

- AOMilKa A

- Aomiwka B (4,4',4"-
meTunigeHeTpucbeH3oH itpun)

He 6inbwe 0,3 %
He 6inblie 0,2 %

He suaBneHo
He BusasneHo

- KOXHa HeigeHTudiKoBaHa He 6inbwe 0,1 % < 0,05
AOMillKa

- CyMa SOMIWOK He 6inbwe 0,5 % < 0,05
MikpobionoriyHa yucrora

3aranbHa KinbKicTb aepobHMx He 6inbwe 10° KYO/r <100
mikpoopraHizmis (TAMC)

3aranbHa KiNbKicTb APIXAMKOBKX Ta He 6inbwe 10° KYO/r <10
nniceHesux rpunbis (TYMC)

E.coli BiacytHictbB 1T BiacyTHa

** TecT NPOBOAMTLCA Ha NEPLUMX TPLOX NPOMMCNOBUMX cepinax i Ha KoxHiK 10-ii cepil.
Cepisa Bignosigae sumoram MKA go PM Ne UA/14559/01/01.

LUMm a niaTBepaxylo, WO HaseaeHa Buule iHpopmalia € AocTOBipHOW i TouyHow. LA cepia npoaykuii byna sBMroTosneHa
(BKntOUaOUM ynakoBKy / MapKyBaHHSA) | NpOBEAEHWUIA KOHTPOb AKOCTI Ha 3a3Ha4YeHOMy BUPOBHUYOMY MaAaHYUKY Y NOBHIM
signosiaHocTi Ao BMuMor GMP, BCTaHOBNEHUMM MICLLEBMM PErynaTopHWUM OpraHom, a TaKoX Yy BianosigHocTi 3i cneuudikauieto
£o PM Ha npenapart. MNpoTokoav BMpoBbHWUTBa, YNakoBKK Ta aHanisie 6yau nepernanyTi i BCTaHOBNEHO BIANOBIAHICTL BUMOram
GMP (Ceptudikat GMP Ne 027/2018/R0).

MNigrotosneHo
KoHTponb AkocTi:
MIKHAELA ATITIC
[nidnuc/ 05.11.2021
[ata

3aTBepaMeHo
YnoBHoBaxeHa ocoba:
ATTILA BARTOK
[nidnuc/ 05.11.2021
[ara:

t (+40) 21 31817 67
(+40} 21 3181777
F{#40) 21 31244 99

Sindan Pharma | 11 lon Mibalache Bivd, )
011171, Bucharest 1, Romania
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDHUKAT KAYECTBA CEPUM NEKAPCTBEHHOIO CPELACTBA

No: S/PF/1710/21 Issued: 05 November, 2021

Name of product / Hassanue npogykra LETROZOLE-VISTA, film-coated tablets, 2,5 mg Ne 30 (10x3) |
(strength, dosage form, package size and type / | in blisters in cartons box / NETPO30ON-BUCTA, TabneTtkn,
A031POBKA, NeKapcTeeHHan Gopma, pasmep U | NOKPbLITbIE NAEHOYHOM o6onouxoii, no 2,5 mr Ne 30 (10x3)

TUMN YNAKOBKK) 8 61ucTepax B KAPTOHHBIX NaYKax

Active substance / feiicreyiouee sewecrso Letrozole / Nerposon

Manufacturing country 7 crpaHa- | S.C. Sindan-Pharma S.R.L., Romania / Cungan ®apma C.P.J,

NpouU3BOAUTENL PymbiHuA ,
| MA number / Homep PY UA/14559/01/01 !

Batch number and size / Homep cepunm u | CL21029A/10582 N 71

pasmep !

Date of manufacture / lata npoussogcraa 10/2021 ) 5

Expiry date / Cpok rogHoct 10/2025 ) |

Name, address and license number of S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. ”11, sector
manufacturing site / Hassanue, agpec u Homep | 1, Bucuresti, cod 011171, Romania / Cungan ®apma C.P./,
JINLEH3WMU NPOU3BOCTBEHHOIO YYaCTKa 6yn. Mona Muxanaue, 11, cektop 1, 011171, byxapecr,
PyMbiHuA

14F issued on 23.07.2018 / 14F sbigaHo 23.07.2018

GMP certificate or EudraGMP reference | 027/2018/RO

numbers / GMP cepTudukat unu ccbiika Ha

EudraGMP
{ Description / Onucanue Yellow, round, biconvex film-coated tablets with the I Complies /
5 homogeneous surface and undamaged edges / | Coorsercreyer
! Kpyribie, [BOAKOBBINYKAbIE, MOKPbLITbIE NAEHOYHOM ;
obonoukoit Tabnetku Xentoro userta, C OAHOPOAHOMN ;
NOBEPXHOCTBIO U HEMOBPEMAEHHBIMK KPaaMK N
Uniformity of dosage units / Shall meet the requirements of Ph. Eur. 2.9.40 / lonxer | Complies / :
| OpHOPOAHOCTL AO3UPOBAHHBLIX COOTBETCTBOBATL TpeboraHuamu EBp. Papm. 2.9.40 | CooTBeTcrByeT
eAWHUL,
‘?feiﬁi—ﬁcation [/ Upenmidurauma Ultraviolet absorptlon spectrum of ‘the test solution | Complles /
| - UV spectrometry / metog, YO- prepared for the Assay in the range from 200 nm to 300 | CooTseTcTeyeT
| CNEKTpoYOTOMETPUMU nm should have the maximal wave length 240 + 2 nm /

YnbTpadroneToBbii CNEKTPa NOMOLEHUA UCMBITYEMOrO
pacTBOpa, MNpUroToBAEHHOrNO Ana KOAWYeCcTBEHHOIO
onpegenenun, B obnactu ot 200 Hm 0 300 HM JOMKEH
MMETB MAaKCHUMYM NPU AnuHe BoaH 240 £ 2 um.

In the chromatogram of the test solution obtained | Complies /

| - HPLC method / meTog BIKX during Assay, retention time of letrozale principal peak | Coorsercrayer
shall correspond to the retention time of letrozole
principal peak in the chromatogram of the reference
solution / Ha xpomaTorpamme WCMbITYeMOro pacrsopa, |
nonyquHoﬁ npu Konu4yecTteeHHOM  onpegeneHuu,
BPEMA YAEPKAHMA OCHOBHOTO MMKA NIETPO30/1a AOMKHO
COOTBETCTBOBaTL BPEMEHW YAEPKUBAHWUA OCHOBHOFO
NWKa neTpo3sona Ha Xxpomarorpamme pacrsopa

CpaBHEHUA
- Titanium dioxide** / tutaHa Complies /
i anokeua** Positive reaction / MonomutenoHas peakuus CootsetcrayeT
‘( - Iron oxide yellow** / skenesa Complies /
| OKCMA KenTbii** Positive reaction / MonoxutensHaa peakuua CootsetcreyeT
Sindan Pharma | i 11 fon Mihalache Blvd, ; t (+40) 21 3181767

‘011171 Bucharest 1, Romania |  (+40) 21 3181777
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Dissolution / PactBopenue Not less than 80 % (Q+5) in 30 min / He menee 80 % 1102 -
| (Q+5) 3a 30 MmuH.

Assay / KonvuectseHHoe 2,50 mg + 5% (from 2,37 mg to 2,62 mg) / 2,50 mr + 5% | 2,47 T
onpegeneHue (o1 2,37 mr Ao 2,62 mr) ' x
Related substances / |
ConyTcTByIOWMeE npumeci
- impurity A / npumecs A Not more than 0,3 % / He 6onee 0,3 % ND
- Impurity B ( 4,4’,4" - Not more than 0,2 % / He 6onee 0,2 % ND
methylidenetrysbenzonitrile) / |
npumecs B (4,4°,4”-

| metunnpeHeTpucbeHsoH utpun)
- each unspecified impurity / Not more than 0,1 % / He 6onee 0,1 % [ <0,05 |
Kampan HeuaeHTUOULMPOBAHHAA |
npumMech \
- total impurities / cymma ‘ ?
npumecein _ Not more than 0,5 % / He 6onee 0,5 % 1 <0,05
Microbiological purity / o o - .
Mukpobuonoruyeckas YucToTa (
Total aerobic microbial count NMT 10° CFU/g / He 6onee 10° KOE/r < 100 !
(TAMC) / OBuiee uncno :

| Wun3HecnocobHbiX a3poGHbIX

| muKpoopranusmos (TAMC) i
Total yeasts and mould count NMT 10? CFU/g / He 6onee 10” KOE/r <10
(TYMC) / OBwee yucno
APOHCGKEBbIX U NNECHEBbIX TPUbOB
(TYMC)
E.coli Absentin 1g/OtcyrctBueslr Absent /

L OTcyTcTBYET

**The test is performed on the first three commercial batches and then on each 10

NepBbIX TPeX NPOMBILLNEHHBIX CEPUAX, @ 3aTEM Ha KaXI0W JecATol cepuu.

1

batch./ Tect nposoguTcs Ha

The batch meets the requirements of QCM for MA Ne UA/14559/01/01 / Cepun cooTserctsyeT TpeboBaHuam MKK
K PY Ne UA/14559/01/01.

| 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 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 (GMP certificate No. 027/2018/R0O) / 3tum a noatsepsaalo, uto
npuseseHHas ebile WHPOPMaLMA ABNAETCA AOCTOBEPHOR M TOYHOW. 3Ta cepua MpPoayKuuu Boina U3roToB/NEHa
(BK/IIO4aAA YNAKOBKY/MapKUPOBKY) ¥ NPOBEAEHHbIH KOHTPOJIb KA4eCcTBa Ha YKa3aHHOM NPOM3BOACTBEHHOM yyacTke
B NOAHOM COOTBETCTBMU C TpeboBaHuamu GMP, yCTaHOBNEHHBIMW MECTHbIM PEryARTOPHLIM OPraHOM, @ TaK e B
COOTBETCTBMM CO cneuudukaumeit Kk PY Ha npenapar. MpoOTOKO/LI NPOU3BOACTBA, YNAKOBKM WM aHanu3os Obinu
nepecMoTPeHbl U YETAHOBAEHO coaTeeTcTBue TpebosaHuam GMP (Ceptudukar GMP Ne 027/2018/RQ).

Issued by / YteepwaeHo
Qualified Person / YnoAHOMOUYEHHOE ULo:
(Full name, signature) .
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Date / Oara:

Compiled by / MogroTtosnex
Quality Control / KoHTponb KauecTsa:

(Full name, signature) _ \;
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Date / fata: &0
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