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JEKJAPAIIUSI O COOTBETCTBUU |

AEKJIAPAHT, HPUHUMAIOUIHIA JEKJAPAIHIO O COOTBETCTBHH:
340 "BHOKA"

Cecoenun o pecucmpayuu opeanusayiiu. Meoscpationnas uncnexyus Oedepaisnont naro2o6oi . Wb

Nel5 no Cankm-Ilemepbypey 03.03.2016, OIPH 1025002867196, dama npuceoenus OFPH: 24.09.200?2
Adpec: 198313, 2. Cankm-Iemepbype, Hempoosopyossiit p-u, n. Cmpenona, yr. Censu, 0. 34, [um. A,

Teacchon: §(812)380-49-33

B mue: I'eneparsusiii oupexmop Moposos J1. B,

Hosepennoe auyo: Yymaxos A. A. Jloeepennocms: No 1749 om 05.12.2018 2.

3ASBJBIET, 4YTO

Aexapcmeennioe cpedemeo. Tenoghosup madaemiu, nokpoimete nienounoli 060104x0i 300 12 10 wm.,
YRAKOGKU AYCUROGbIE KonmypHbie (3), nauku kapmonusie, pez.yd. Ne JIIT-003324 om 23.11.2015 (dama
savienvt 13.08.2018), cepun 0060919, napmus 4674 ynaxoeok, eoden do 01.09.2021, npoussodcmea 340
"EHOKAM", HHH 5024048000, 2. Tomex, npocnexm Jlenuna, 0. 211, emp. 1, Poccus,

| k00 OKII2 21.20.10.194

COOTBETCTBYET TPELOBAHUSIM
JHI-003324-110717 uzm. Ne |

JAEKJIAPALMSA IIPUHSITA HA OCHOBAHHH
Cepmutpuram coomeememeun cucmemvl Menedicmerma xavecmea No 19.0428.026, CPOK Qelicmaus ¢

| 08.04.2019 2. 00 08.04.2022 2., Opean no cepmughurayuu accoyuayuu no cepmudhusayuu «PVCCKIHIT
PETHCTP», 190121, Poccus, 2. Canxm-Ilemepbype, np. Pumexozo-Kopeaxosa, 0.101, oguc |

- JIATA IIPHHSITHS AEKJIAPALIMHU: 19.11.2019 2.
| JAEKJIAPAIMSI AEMCTBUATEJIbHA JO: 01.09.202] 2.

Yymakos A. A.
®.H1.0

N _;_'1-;,CBE,HEHIM O PETUCTPAIINU
OPIAH 10 CEPTHOHKALHUH, 3APETMCTPHPOBABILIHIT JAEKJIAPAIIMIO

Opean no cepmughurayuu npodyrxyuu

(duwecmoa ¢ ocpanuvennoit omeememeennocmvio « OKpysicioi yenmp cepmugbuxayuy,
aopee: 620014, POCCHA, Ceeponosckas obuacme, Examepunoype, Xoxpsiwosa, 74, 1706,
mea: (343) 380-27-35, www.ekbocs.ru, ammecmam axkpeoumayuu Ne RA.RU. 11 OMOS

AEKJIAPALMA O COOTBETCTBUH M POCC RU JI-RU.®MO5.B.51580/19 1
AATA PETUCTPALIMH: 19.11.2019 2. {
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Poccun, 198515, r, Cankr-Nerepbypr, Netponsopuosbiii PaitoH, n. Crpenbha, yn. CeAsu, g. 34, mm
nut. A,/ Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi %}M F. . A D
st.,bld. 34, |iter A Ten./tel.: +7 495 992-66-28; ®akc/fax: +7 495 992-82-98 . )

Biotechnology Company

AR

Terodosup, Tabnerky, NOKPbLITbIE NAEHOUYHON obonouoii, 300 mr / Tenofovir, film-coated tablets, 300
mg
Homep cepuu (napTuu) / Batch No: 0060919
Mpouzsoaurens / Manufacturer: 3A0 «BMOKAL», Poceus, Tomekas o6nacts,
r.Tomck, npocnexkT Nenuna, 211, crpoeHue 1
Obvem cepuu, ea. usm. / Batch size, units: 4674 yn. Ne30 / packs N30
Aara npoussogcrsa / Manufacture date: 23.09.2019
Cpok rogHocty / Expiry date: 01.09.2021
Hcnbitanma Nposegensi no / The tests performed
in accordance with: /1N 003324-110717, uam. Ne 1/ Lp 003324-110717,
Change Ne 1
Perucrpaumonmbiii Homep / Registration number: /i 003324-110717/LP 003324-110717

Nacnopt kauecrea / Certificate of analysis N254973/19

Mokasarens /

g TpeGoBanua HA / Acce tance Criteria " Pes nbrar / Result
Characteristic P A P : ¥
Onucanue / Description - OBanbrble, ABOAKOBLINYKAbIE TabneTku, NOKpPLITLIe CooTeeTcrsyer /
nneHoYHon obonoykon cserne-ronyboro ueera. Ha Conform

fonepevHom cpese TabneTiu Genoro unu noYTH
6enoro usera. / Oval biconvex film-coated tablets,
. light blue color. Tablets on the transverse section are
: white or almost white,

NopnurrocTs / Bpems yaepxusaHus OCHOBHOI'O NUKa Ha . CooTeercTeyer/
Identification . XPOMaTorpamme ucnsityemoro pacTeopa 4oJ/IXKHO - Conform
COOTBETCTBOBATL BpeMeHy yaepxupaHua
OCHOBHOIQ MWKa Ha XpoMaTorpamMme CTaHfapTHoro
pacTeopa. / The retention time of the major peak in
the chromatogram of the test solution correspond to
. that in the chromatogram of the standard solution.

OaxopoaHocTe Macch / OT 663,7 mr no 733,5 mr / From 663.7 mg to 733.5

692.70 mr/ mg

Uniformity of weight - mg
OaropogHoCcTs Macch / 698,6 mMr + 5,0 % / 698.6 mg + 5.0 % 0.80 %

Unifarmity of weight

MopnnHHocTs / ‘ Y®-cnekTp NCneiTyeMoro pacreopa s obnacTu or . CooTeercreyeT/
Identification 220 1o 320 MM gonen COOTBETCTROBATL YO- Conform

© CNeKTpy cTaHgapTHoro pacTeopa. / UV-spectrum of

. test solution at 220-320 nm conform to the spectrum

. of standard solution.

PoacTeenHbie npumecn / AREHWH - He Bonee 0,2 %. / adenine - NMT 0.2 %, i
Related substances : . 0.05%

PoacTBeHHbIE npumecu / i TeHohosupa uionpokcuna MOHO3(UD - He Gonee D229 %
Related substances - 3,0 % / Tenofovir isoproxil monoester - NMT 3.0% :

Macnopt kavecrsa / Certificate of analysis Ne 54973/19
Dopma Mpunowenue No§ k CON OKK-28-006-11/ Form Appendix Ne5 to SOP OKK-28-006-11




Poccun, 198515, r. CaHkr-Netepbypr, NeTpogsopuossii paitoH, n. Crpenska, yn. Censu, p. 34,
auT, A/ Russian Federation, 198515, Saint Petersburg, Petrodvarsoviy district, Strelna, Svyazi
st.bld. 34, liter A Ten./tel.: +7 495 992-66-28; daxc/fax: +7 495 992-82-98

MNoxasarens /

Characteristic
Poncreenbie npumecn /
Related substances

PopcTeeHHbie NpuMecn /
Related substances

PoAcTBeHHbIe npumecw /
Related substances

PoacTteeHtblie npuMeck /
Related substances

Boaa / Water

OnHopoaHoCTL
A63upoBaHus / Uniformity
of dosage

KonnyecTseHHoe
onpenenewne / Assay

PacTeopenue / Dissolution

Mukpobuonoruyeckan
“ucToTa / Microbiological
purity

Mukpobuonoruyeckas
4vcToTa / Microbiological
purity

HucTaTa / Microbiological
purity

¥nakoeka / Package

Tpe6osanun HJ| / Acceptance Criteria

Terodosnpa AW30NpoKcuna ammep - He Bonee 0,75
% / Tenofovir disoproxila dimer - NMT 0.75%

Nwobol egurHnyHoni HeuaeHTuMUNPpYeMoi NpuMecy

- He Gonee 0,2 % / Any individual unidentified
impurity - NMT 0.2 %

CyMma npumecei - ve Gonee 4.0 %. { Total impurities
- NMT 4.0 %,

He 6onee 5,5 %. / NMT 5.5 %.

B cooTBeTcTRUM C TpebosaHuaMu '@ Xl / In

accordance with the requirements of the SP X1l

© 0T 95,0% g0 105,0 % ot 33ABNEHHOr0 KOAWYECTBa
- TeHodoBupa Anionpokcun dyMapara, CYUTaA Ha

CPenHIow macey oaHon TabneTku. / From 95.0 % to
105.0 % of declared amount of tenofovir disoproxil

fumarate, calculated on average mass of one tablet, ;

He meHee 80 % (Q) yepes 30 mun, / NIT 80 % (Q)

within 30 min.

KaTeropus 3A. / Category 3A,

OBwee 4ucno azpobruix MUKPOOPFraHn3IMoB
He 6onee 1000 KOE & 1 r / TAMC - NMT 1000
CFUinlg

. ObBuwee yucno APONOKEBLIX U NJlecHeBLIX rpubos He
- Gonee 100 KOE 8 1 1/ TYMC - NMT 100CFUIn1g

Mo 10 TabneTok 8 KOHTYDHYIO AYeikosyto YNakosky

13 honery anioMUHKEsoR NeYaTHOW NAaKMpoBaHHOM
¥ NNeHKY MBX unu nnesku KOMRO3UTHORM

NBX/MBAX. Mo 3, 6 unu 10 KOHTYPHbBIX SYelKOBbLIX
YNEKOBOK BMECTE C MHCTRYKUMEN 1o NpUMEHeHuIo B
Nasuky us kapTona. / 10 tablets in blister package
made of aluminum printed patent foil and PVC film or
composite film PVYC/PVDC. 3, 6 or 10 blister
packages are placed in carton box with prescription

©information.

Nacnopt kavectea / Certificate of analysis Ne 54973/19

®opma Mpunoswmerne Nos  CON OKK-28-006-11/ Form Appendix Ne5 to SOP OKK-28-006-11

BIOCAD

Biotechnology Company

Pe3synbrar / Result

meree 0,05%/ less than
0.05% %

meHee 0,05%/ less than
0.05% %

0.1500 %

2.6600 %

CooTtsercTayer /
Conform

100.00 %

100, KOE/r / CFU/g

MeHee 10 |ess than 10
KOE/r / CFU/g

CooTsercrayer /

Conform

CooTtsercrayer /
Conform
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Poccun, 198515, r, Cankr-MerepBypr, Netpoasopuoai PaioH, n. CrpensHa, ya, Cenau, a. 34,
anr. A,/ Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi
st.,blid. 34, liter A Ten./tel.: +7 495 992-66-28; dauc/fax: +7 495 992-82-93

Mokasarens /

Characteristic Tpebosanua HA / Acceptance Criteria

Mapxupeska / Labeling B cooreeTcrauN ¢ HO v yTeepx ienHbim MaKeToMm. /

In accordance with RD and approved design.

B opurvHansHon YNakosKe B 3alWvllieHHoM oT cseTa
MecTe npu TEMNEPaTYpe He Bhilwe 25 °C, /In original

package protect from light at temperature not more
than 25 °c,

Yenosua xpaHerna /
Storage conditions

2 ropa /2 years

Cpok xpaHeHus / Shelf life

Bl

Biotechnology Company

Pe3ynbTar / Result
Cooteercrayer /

Conform

CoorseTcrayer /
Conform

Coomercmyew /
Conform

3akniodenume: Bblweykasaumbiii MPOAYKT cooTsercTBYET Tpe6oBaHUAM HOPMaTUBHOW fAoKyMeHTaL MK Ne
/N 003324-110717, uam. Ne 1/Lp 003324-110717, Change Ne 1 / Conclusion: The product conforms to
the regulatory documentation Ne /11 003324-11071 7,usm.Ne1/Lp 003324-110717, Change No 1
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PYKOBO RHTENb :
E-A.

[ PHUAHHH A

|

Macnopr kavecrsa / Certificate of analysis Ne 54973/19
Popma Mpunoxenue Nos x con OHH-28~006~11/ Form Appendix Nes to sOp OKK-28-
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