U
JAEPYKIIIKCITYXBA
AEPZKABHA CHYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMH ¥V BIHHHUBKINA OBJACTI
BYN. XMenbHUULKE Woce, 7, M. BiHHnus, 2 1036, Ten/dake: (0432) 66-07-69,66-03-5 1,
e-mail: dls.vni@dls.gov.ua, hitps://region.dis.gov.ua Kon EIPTIOY 37084828

BHMCHOBOK
TIPO AKICTb BBE3EHOTO B YKPalHy NiKapChKoro 3aco0y

29.12.2020 Ne 73343/20/02

A3EJIBTA

(nalinerypans aikapebkora 3acoGy 3riaHo 3 peeCTpaLiiiumse nocsinveHaM)

TabseTku 10 75 mr, 1o 10 Tabnerok y Gaicrepi, no 1 Guictepy y kapronuii maunj
{thopaia Bunycky, nosysamis, Bua nmaxyBarHs AiKapeekoro saco0y)

Howmep peecrpartiitaoro noceiguenus UA/18115/01/01 CTPOK Aii peectpailiiikoro nocsiguenns no
13.05.2025

Cepis sikaperkoro 3acoGy Ne 201120 KinexicTs BBe3enoro mikapesxoro 3acoby 18629 ynax.

BupoGuux Biodapm Jity, Monbia

(wafiMeHyBamng Bupobimka JHKAPCLKOTD 3aco8y, kpatHa TEOXOBKEHHS )

Beeseno B Ypainy Cninsue yxpaincsko-icnancoke HiANPHEMCTBO ¥ opmi ToBapucTRa 3
obmexeHoo Bianosinatsuictio «CIIEPKO YKPAIHA»,
ineHT. kox: 20112362

(naitmenysanis va xon 3a CAPTIOY 10pranvI0T 0c00H 860 npissuiLe, iM's, 10 GaThKOBE (isuuHOT
ocolu - nixnpuess, 1f MicLie nposusanng Ta PeECTpauiinui noMep 06aikoBOT KBPTKH faTHHEA
noaatkis ado cepia ta Homep nacnopra)

ITporoxon sisyansroro korTpomo Bin 28.12.2020 Ne 469/0/01 02-20/1.

3a pesynpraTaMu JepKABHOTO KOHTPOMIO BCTAHOBNCHO, IO JIKAPCLKHIT 3aci6 8Be3eHO B Ypainy 3
NOTPUMAHHAM BUMOT 33KOHOAABCTRA M0N0 3a6e3neucHls SKocTt NiKapChKHX 3acobiR,

Irop KOTJITHCBKUMA

(initiann ta npissuue)




BIOFARM

BATCH CERTIFICATE No. 201120/ CEPTU®IKAT CEPIT Ne 201120

Azelta, tablets of 75 mg, 10 tablets in blister, 1 blister in a carton box /
AseauTa, TabrerTii no 75 mr, no 10 radaerox y Saictepi, no 1 OuieTepy y wapronuiii nayui

Aetive substances: oseamivir 75 mg (as oschamivir phosphate 98.5 mg);
Awoni pevosunu: aaeasrasisip 73 ar{y dopai ozeabTamispy docdary 98,5 ur}

The medieinal product has been manufactured and QC has been performed: by Biofarm Sp. 2 0.0.,13 Walbezyzska st. 60-198 Poznan, Poland
Muanufactaring authorization: 11170060/15 valid indefinite period of lime

Jiggpepicnii 3acid  Bupolacke T4 HPOROHTPOALOBAHG: biedapy  Jln sva. BaaGusiesa 13, 60-198  Hoswaus,  [lossims
Ainensia No 1110060715 aiitena Servrepsinona

Marketing authorization: UALSLES01/01 valid until 13.05.2095 GMP Certificate: IWZJ 405, 14.2017.MG2
WTC060_01_02:246 valid wntil 31.12.2021
Peccipaniitie nocsizuemm: UAABLISOLO | aic a0 13.05.2025 Cepruipixar GMP: IWZI 4051420017 MG.2
WTCHO060_01_02:246 xic 50 31.12.2021
Balch number: 201120 Bartch size, pos.: 18 629
Hosep cepii; 201120 Pozssip cepil, arr.: 18 629
Munufacturing date: 16.11.2020 Expiration date: 11.2023
Jlara surorosacuus: 16.11.2020 Tepatin npamarioeri 1o 11.2023
Tests have been performed in aceordance with QCM to MA No. Date of analysis: 18.11,2020
VA 18EI5/41/01
Antauisit BUKOREHI BiAnoniuw 20 MICH 2o PIENe UA/IRTISA /01 Jara anazizy: 18.11.2020
Test/ ilowninng Specification/ Creipinanin Results/ Pesvasramm
1. Appearance! Onne White. raund, biconvex tablets’ Kpyrai. asoottykai radaersn Siioro KOALODY g?::;i‘:t;g
2, Identity/ Laenvndikaia
2.1. Oseltamivief Ceantaminip On the chromatogram of the fest sofusion. obtuined during oseltamivir content Complies?
assessment, the retention time of the osellamivir peak nust comply with the BLANOBI ¢

retention time of the oselamivir peak on the chromatogram of the rference
sofution 11a xposatorpassi arpoGyearoca povamy, orpisanit niz qac
KLABKICHOTO BI3HACCNNIS CIABTAMIBIDY. S8¢ VEPIMyDaIms niky OFLTANIRIPY
MO CHHBIRITIE T HaCOM YIPUMYBAIS (HKY O3CABTAMIBIDY Ha XPUMTTON Pathii
POTRUIY ROPIGHIHHA
2.2, Oseltamivie/ Cresmramisip The UV-speotrum of the fest sofudion must comply with the UV-spectrim of Complivs/
the reference solution! Y-cnexip noraunanis sunpoyeanozo po Ry sLE00BIAAC
TOBHHCH BIAHOBIALIN ¥ D-CHCKTIY posuuny nopigrisuss

3. Mean ablet mass/ Cepesingt maca 2200 mg (M) + 5.0% 2247 mg (v
rabaeTKi 1209.0 mg {vr) —231.0 my (ur)) (222.8-220.4) mg (a1
4. Tablel dimensions’ Possipn 7.8 mm (v — 8.2 m (ma) 8.1 mm )

Tatierkn
- diameter? mamerp

5. Uniformity of dosage unitss Must comply witl the requivements of Ph. Eur. 2.9.407 Mae misipustvpats
QAHOPIHICTE AGIOBIIHNX OTHHINL Cup Dupas. 2.9.40, i

AV < 150 (LY DMpniteaene yieao < 15.0(L1)
AV < 25.0 (L2) Hpoiivasnie wneao £ 25.0 (1.2)

6. Disintegration/ Pesnazains < 15 min (xs) 2.5 min (x)
7. Bissolution / Posuninenis " 2 83% Q= 80‘%.)) ) et
) {75 rpm (00/x8): 15 min (xB))

8. Water content/ Baicr poan 5 4.0% 28%
9. Friability/ Crimpanicie < |,0% o (.07 %%
0. Related substances: Cyayrm

ACMINIKIL

- unpurity C/ aosiika ) < (.5% 006 %

- dny other impurity/ §y.16 sra inna

ACMILLRA; < (L.2% .06 %

- towl mpurities/ cyaa

AOMILIDK. < | (1% 0.149 %
L Assay of oseltamivir 7 Kiaskicke 75.0 mp (s} + 8.0% 75.6 mg {mr)
BISHANCHHA O3CALTAMIBIP (71.3 mg (i) - 78.8 g (urd)

European Pharmaceutical Manufacturer
BIOFARM Sp. 2 0.0, ul. Walbrzyska 13, 60-198 Poznan, Paland | phone: + 48 61 6651 629] e-mail: export@biofarm.pi | hiofarm.ex
Registration no. 000012050, District Court Poznan- Nowe Miasto and Wilda in Poznan, Vil Commercial Division of the National Court Register
Tax 12 No. 778-00-21-575, Share Capital: PLN 5,000,000.00
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BIOFARM

Test/ Tloxanur

Specification/ Cnenndixanis

Results/ Pesyasrars

12, Microbiological purity®/
MikpofHonoriyia uncrora®

The drug product must comply with the requirements of Ph. Eur, 5.1.4.7
[penapar nosiney piznosizany pivoray €, 5,14,

Total acrobic microbial count (TAMC) - £ 10° CFU/L g7 1 1 nperapary 20 CFUL ¢/
AONYCKOCTHER HAFATRHE HHCH RHTTCLIETHHY aepodiisx Mixpoopraniavis 20 KY0r
(TAMC) - < 1OFRYORr
Total combined yeasis‘molds count (TYMCY, £ 107 CFUT g/ s | v npenapany
JIOHYCRACTBEA ArAALEE HNCI0 APHIGUKORNY T8 Latccnennx rpndis (TYMC)—
< 10T KY Oy
Esclierichia coti: absent/1g/ 8 1 r npenapary He AMIYCRAETHON HANBHICTE
Escherichia coli

S CFUA
< I KYOr

absent | g/
siaeytua s i r

- perform the test optionally for every 10 batch, however at keast for | bateh per year 2 onuifino nposoanie BAPOGVRAHNA KORHOT
Aecarol cepil, nsak, Hphnaipw, eanict cepii ua pik

Results completed based on the Quality Contrel Report No.42-9324/
PesyanrTath prpmseani s miacrasl HpoTenoay vowrpoan urocri M 42-9321

The product complies/does not-comphy™* with the Speeification SP/PG/LG-240/UA
Hpoaywr sianosizac/sesianoniane™* Crenndivauil SP/PG/LG-24WUA

F8fefete 05 appropriaies SUKpeCIIRN HERONpIGHe

Commnents/ Koseurapi:
Do not store above 25°C
FoepiraTn nph Teseparypt He buage 25°C

Couclusion: ! heteby cortify that the above information is seliable and accurate. This batch of the drug product has been manufselured
tinctuding packaging and labelling) and quality controiled at the above-mentioned site in [ull complianee with the GMP requirements, as well
as per the specification in the Registration Dossier. Production, puckaging and analysis protocols were reviewed and found to comply with
GMP requirements.

Brarnesows: Lnm ui.nnupﬁm\\i(\ O HABC/ACHA BHILC (HHOPAAIIY © J0CTORIpHOO | Tounok. 1o s:t.pim Oy30 BHPOOICHO {RRAOUMOMHEL
MK YRAINA | MAPKYBAHHS) | NPORCACHO KOHTPOAR SKOCT] Ha BUISSTLIANOMY MAIMKY B I0BHIT Biasosiwoeri 3 susorasi GMP. a tarox
plagosiane o cnenndizauii Pecetpaitiimoro socke. TIPoToReAH BUPOSHHITEE. VAAKOSKH T8 NPOBCACHHR anasizis Gyin pou: AMHYTE 13
AUTAHORICHO BIAHOBLIHCTE Binoran GMP.

Guality Person 7 Viosaopakena ocoba j
QUALIFIED PERSON /

5*}7 L)\”,m,—ﬂ"‘""w

12 207

o
“‘mtmﬂ s;mgf QAT
@m R ‘%"%@

w

(signaturc. smmpfi;l 1zzua tf‘yi hd]

European Pharmaceutical Manufacturer

BIOFARM Sp. 1 0.0, , ul Walbrzyska 13, 50-198 Poznan, Poland | phone: + 48 61 6651 629 e-mail: export@biofarm.pl | biofarm.eu
Registration no. GO0012050, Dstrict Court Poznan- Nowe Miasto and Wilda in Poznan, VIil Commercial Division of the National Court Register
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BIOFARM

BATCH CERTIFICATE No. 210104/ CEPTU®IKAT CEPII Ne 210104

Azelta, tablets of 75 mg, 10 tablets in blister, 1 blister in a carton box /

AsesbTa, TaGs1eTkH N0 75 mr, no 10 TabieTox y Gaicrepi, no 1 6aicTepy y xapTonnii nayui

Active substances: oseltamivir 75 mg (as oseltamivir phosphate 98,5 mg);
Hitoui peuosunu: ozensramisip 75 Mr (y dbopmi ozensramisipy docdary 98,5 mr)

The medicinal product has been manufactured and QC has been performed: by Biofarm Sp. z 0.0.,13 Walbizyzska st, 60-198 Poznan, Poland
Manufacturing authorization: 111/0060/15 valid indefinite period of time

Jlikapcbknii - 3aci6

BUpobeHo Ta

NpokoHTposikoBato:  Biodapm Jita, Byn. BanGwucka 13,

Jlinensia Ne 111/0060/15 niticna 6esrepminoso

Marketing authorization: UA/18115/01/01 valid until 13.05.2025

Peectpauiiine nocsinuenna: UA/18115/01/01 aie no 13.05.2025

Batch number: 210104

Homep cepii: 210104
Manufacturing date: 15.01.2021
Hara Burotosnenus: 15.01.2021

Tests have been performed in accordance with QCM to MA No.

UA/18115/01/01

AHanizu BUKOHaHi Bianosinuo xo MKS no PIT Ne UA/181 15/01/01

[To3HaHb

60-198, Tloabwa

GMP Certificate: IWZJ.405.14.2017.MG.2

WTC/0060_01_02/246 valid until 31.12.2021

Ceprudikar GMP:

Batch size, pcs.: 18 544

Po3smip cepii, w.: 18 544
Expiration date: 01.2024

Tepmin npuaarHocti no: 01.2024
Date of analysis: 20.01.2021

Hara ananisy: 20.01.2021

1WZ].405.14.2017.MG.2
WTC/0060_01_02/246 nie no 31.12.2021

Test/ Ilokasunk

Specification/ Cneundixauis

Results/ PesyabTaTn

1. Appearance/ Onuc

White, round, biconvex tablets/ Kpyrui, ZBOOITYKJ1i TabNeTkK GiNoro konbopy

Complies/
BinoBigae

2. Identity/ Inentudikauis
2.1. Oseltamivir/ OzenvTamisip

2.2. Oseltamivir/ OzensTamisip

On the chromatogram of the fest solution, obtained during oseltamivir content
assessment, the retention time of the oseltamivir peak must comply with the
retention time of the oseltamivir peak on the chromatogram of the reference

solution/ Ha xpomarorpami sunpobyearozo PO34uHy, OTPUMAHIN Mia yac
KiIbKICHOTO BH3HAYECHHS 03eALTaMIBIPY, 4ac YTPUMYBaHHS Niky o3eNbTAMIBIpY
MA€ CTIBMAAATH 3 HaCOM YTPUMYBAHHS Miky 03enbTaMiBipy Ha xpoMatorpami
PO3UUHY NOPigHANNS
The UV-spectrum of the test solution must comply with the UV-spectrum of
the reference solution/ Y®-cnextp nornunanus 8UNPOBYEaHo20 po3uury
TIOBHHEH BiANOBinaTH Y®-chexpy PO3UUHY NOPIGHAHHSA

Complies/
BiAnoBinae

Complies/
BianoBinae

3. Mean tablet mass/ Cepeaus maca
TabicTku ’

220.0 mg (mr) £ 5.0%
(209.0 mg (mr) — 231.0 mg (Mr))

221.5 mg (mr)
(220.2-222.7) mg (mr)

4. Tablet dimensions/ Posmipu

7.8 mm (Mm) — 8.2 mm (MM) 8.1 mm (mMmM)
Tabnetku
- diameter/ niameTp
5. Uniformity of dosage units/ Must comply with the requirements of Ph. Eur. 2.9.40/ Mac BHTPUMYBaTH
OnHopinHiCTh 1030BAHHX OAMHHILE €p.dapm. 2.9.40. 35
AV < 15.0 (L1)/ INputimansHe uncno < 15.0 (L)
AV £25.0 (L2)/ lMpuiimanshe uncno < 25.0 (L2)
6. Disintegration/ Posnaganus < 15 min (x8) 2.0 min (x8)
. ; 2 85% (Q = 80%) 105 %
7. Dissolution / Pozunnenns (75 1pm (06/x8); 15 min (xB))
8. Water content/ Bmict Bogu <4.0% 28 %
9. Friability/ CtupanicTs <1.0% 0.03 %
10. Related substances:/ Cynyrsi
JIOMILLIKH:
- impurity C/ nomiumka C; <0.5% 0.05%
- any other impurity/ 6yap sika iHia
JIOMiLIKa; <0.2% 0.06 %
- total impurities/ cyma
DOMiLLOK, < 1.0% 0.14 %
11. Assay of oseltamivir / KinbkicHe 75.0 mg (mr) + 5.0% 77.8 mg (mr)

BH3HAYCHHS 03€/IbTaMIBIp

(71.3 mg (mr) — 78.8 mg (mr))

& Qupn Loy 65}9 CI1oy fo 2y (Co—

: European Pharmaceutical Manufacturer

) BIO_FARM Sp. z 0.0., ul. Walbrzyska 13, 60-198 Poznan, Poland | phone: + 48 61 6651 629 e-mail: export@biofarm.pl | biofarm.eu
Registration no. 000012050, District Court Poznan- Nowe Miasto and Wilda in Poznan, Vil Commercial Division of the National Court Register

Tax ID No. 778-00-21-575, Share Capital: PLN 6,000,000.00




BIOFARM

Test/ Tlokazunk Specification/ Cienndixauis Results/ Pe3ysisTaTh
12. Microbiological purity*/ The drug product must comply with the requirements of Ph. Eur. 5.1.4./
MikpoGionoriyna unctoTa* Tpenapat noBuHeH Bianosinath sumoram €@, 5.1.4.
Total aerobic microbial count (TAMC) : < 103 CFU/1 g/ B | r npenapaty 30 CFU/1 g/
JOTYCKAETLCA 3aTAbHE YUCHIO XKHTTE3IATHUX aepOGHIX MiKpOOpraHismis 30 KYO/r
(TAMC)- < 10°KYO/r
Total combined yeasts/molds count (TYMC): < 10> CFU/1 g/ B 1 r npenapary <10CFU/1 g/
[OITyCKACTHCA 3arafbHe YUC0 Apik/LKOBHX Ta muiceHesnx rpubis (TYMC) ~ <10KYOfr
< 102KYO/r
Escherichia coli: absent/l1g/ B | r npenapary He IOMYCKAEThCA HASBHICTh a}asent inlg
Escherichia coli Biacytaa s 1 r

* - perform the test optionally for every 10" batch, however at least for 1 batch per year / onuiiiHo npoBoaTs BUNpoGSyBaHHs KOXHOT
necsitoi cepif, oaHax, npuHaiimMui, onHiel cepii Ha pik

Results completed based on the Quality Control Report No.42-9780
Pe3ybTaTh oTpHMani Ha niacrasi TIpoTokony KoHTPOIO sKOCTi Ne 42-9780

The product complies/does-not-comply** with the Specification SP/PG/LG-240/UA
Tpoayxr sianosinac/ne-sianesigae™** Cneundirauii SP/PG/LG-240/UA

*¥delete as appropriate/ sukpecnunu Henonpibwe

Comments/ Komenrapi:
Do not store above 25°C
36epiratu npu Temnepatypi ue suine 25°C

Conclusion: | hereby certify that the above information is reliable and accurate. This batch of the drug product has been manufactured
(including packaging and labelling) and quality controlled at the above-mentioned site in full compliance with the GMP requirements, as well
as per the specification in the Registration Dossier. Production, packaging and analysis protocols were reviewed and found to comply with
GMP requirements.

BitcHoBok: LIUM & MiATBEpMKYIO, MO HaBeAena BULLe iHGOPMALLis € JOCTOBIPHOW i TOMHOIO. Llio cepito Oyno BupobneHO (BKIIOYAKOUN
nakyBaHHs | MapKyBaHHs) | IPOBEJEHO KOHTPO/Ib AKOCTI Ha BUIIE3raAaHOMy Mai IaHHKY B noBHi# BignosiaHocT 3 BuMoramu GMP, a Takox
pinnosiano 1o cnewmdikauii PeecTpauifiHoro aocke. IpoTokonu BUPOGHHLTBA, YNAKOBKK Ta NPOBCACHHS ananizis Gyny posrnsHyTi Ta
BCTaHOBNEHO BianosianicTs BumMoram GMP.

Quality Person / Y nosHosaxena ocoba

QUALIFIED PERSON .
e 17.0%. jv2g
(S%?gBrM&g}%’zgi ﬂlk-,,g:ey"l an%)a i (date of signing / AaTa nianucauys)

RIOEFARDPA sproo
©0-198 Poznan, ul. Watbrzyska 13
Tol. 66-51-500 Fax 66-51-609
(12)  Ident. 068020300

European Pharmaceutical Manufacturer

BIOFARM Sp. z 0.0. , ul. Walbrzyska 13, 60-198 Poznan, Poland | phone: + 48 61 6651 629] e-mail: export@biofarm.pl | biofarm.eu
Registration no. 000012050, District Court Poznan- Nowe Miasto and Wilda in Poznan, Vill Commercia Division of the National Court Register
Tax ID No. 778-00-21-575, Share Capital: PLN 6,000,000.00




JHEPXIJIIKCIIYXXBA
AEPIKABHA CJIYXKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPO.IIO

3A HAPKOTHKAMM VY BIHHUIILKINA OBJACTI
BYJI. XMeNbHHLbKE wWwoce, 7, M. Binnuug, 21036, Ten/daxkc: (0432) 66-07-69,66-03-51,
e-mail: dls.vn@dls.gov.ua, https:/region.dls.gov.ua Kox €IPITOV 37084828

BHUCHOBOK
TPO SIKICTh BBE3EHOTO B YKpaiHy NiKapcEKOro 3acoby

29.03.2021 Ne 15360/21/02
A3EJIbTA

(HaliMeHyBaHHA NikapchKOro 3aco6y 3rifHo 3 peecTpauifamm TIOCBiI4EHHAM)
TabJIeTKH 110 75 Mr, 110 10 TabneTok y baicrepi, no 1 Guicrepy y kapToHHiiH naumi

(¢opma Bumycky, 103yBanHs, BU TIaKyBaHHS NikapceKoro 3acofy)

Howmep peecrparniitioro nocsiguenns UA/18115/01/01 CTPOK [ii peecTpariifHoro nocsigyenns
13.05.2025

Cepis nikapcbkoro 3aco6y Ne 210104 KinexicTs BBe3eHOIO JiKapeHKOro 3aco0y 18544 ymax.

Bupob6uuk Biodapm JIta, Ioabuia

(HaliMeHyBaHHS BUPOGHHKA NIKAPCEKOrQ 3acoly, kpaiHa NoXoaxkeHHs)

Beeseno B Ykpainy CuinkHe yKpaiHCEKO-icITaHChKe MiAPHEMCTBO Y dopmi ToBapucTBa 3
0OMexeHoI0 BifnmoBiganesaicTio « CITEPKO YKPAIHAY»,
iieHT. kKox: 20112362

(naiiMenyBaHHs Ta ko 3a €JIPTIOY IOpHUAKYHOT 0co6u abo npissuine, iM's, o 6aTEKOBI dbisnunoi
oco6 - minnpuemuy, it Micue npoxnsanus Ta peecTpauiftuuit Homep 0671ikoBOT KapTKM MIATHHKA
noaarkis a6o cepis Ta HoMep nacriopra)

IIpoTokon BizyansHOro KoHTpoIIO Bix 26.03.2021 Ne 86/0/01 .02-21/1.

3a pesynbTaTaMu JepKaBHOTO KOHTPOJIIO BCTaHOBJICHO, 110 JIKAPCHKUH 3aci BBe3eHO B Vkpainy 3
AOTPHMaHHAM BHMOT 3aKOHOLABCTBA LIO0 3a0e3IIEUeHHS SKOCTI JIKapChKHX 3aC06iB.

Hauanphuk ciyx6u W/ Irop KOTJIHCHLKUIA
RN 2 (minnuc)

(iniuianu Ta npiseuiie)

S iiiHa *
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