NEKJIAPAIISI O COOTBETCTBUU

JEKJAPAHT, TIPHHUMAIOIIHA JEKJAPALITMIO O COOTBETCTBHH

AO "Canogru Poccus"
Csederiun 0 pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepansroi Hanozoeoi caysichbvl Ne 46 no

2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, z. Mocxea, yn. Teepcxas, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/721-14-11
B nuye: Ienepanvuwiii oupexmop Mowxe O.A.

Hosepennoe auyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJIAET, UTO
nexapcmeenroe cpedcmeo: ITunocon, cnpeii nasanshotti 10 Ma, raKoKsl MemMRO20 CMEKAQ, CHAOXHCEHHbIE

HACOCOM-003aMOPOM ¢ adanmepom nod nasaibroe enpuickueanue (1), naviu xapmonnwie, PY No
JICP-005405/08 om 14.07.2008 (0ama 3amenwt 20.12.2017) evrdano AO "Canogu Poccun”, cepusn 541218,
napmus 21574 ynaxosox, 200exn do 30.11.2020, npouseodcmea ITAQ "®apmax", Yipauna, 04080, 2. Kues, yn.
®pynse, 0. 74 / Canexa Papmacviomuxanc a.c., Cnosaykan Pecnybnuka, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIJ2 21.20.10.251, koo TH B3 3004500002,
konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085322165 om 04.02.2019

COOTBETCTBYET TPEEOBAHHMSIM
JICP-005405/08-140708 (HI 42-13611-05 usm. Ne 1-6)

JEKJAPALIHSA IPHHATA HA OCHOBAHHNH
npomoxon ucnoimarudi Ne 3780 om 12.02.2019 HJT OO0 HI] "PAPMOBOPOHA", ammecmam axkpedumayuu

POCC RU.0001.21®J140, Cepmudhuxam POCC SK.®M08.C33702 om 13.02.2019

CrenaHoB CC
O.H.O

Fd -

CBEJIEHMS O PETUCTPALIAN

OPTAH IO CEPTU®HKAIINY, 3APETMCTPUPOBABIIHI AEKJIAPAITAIO

RA.RU. 11OMO8 OPTAH 11O CEPTHOHKALIHHA TPOLYKIIHH OBLI[ECTBO C OT' PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. I, adpec opzarna no
cepmugpuxayuu. 115280, POCCHSA, 20pod Mockea, yn. Macmepxoea, 9. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim. oykr.pe.

JNEKJIAPAIIUA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-SK.PM08.A.15546/19
- JATA PECHCTPALIVIHA [/3.02.2019

ALIL
y Kauau E.B.

ODGGHND 7/ Tnnuch. 3am. pyxoogutens OC
cepmupuxayiy,
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Ceprudukar anaiusa

Saneca
Pharmaceuticals

Tlpenapam NMMAOCON CIIPER
Howmep npenapama 12500105 Cepus LIMS HV 652264
Howmep cepun 541218 Bumnyennoe xonunecmao 21 574 YIIAKOBOK
Hosuposxa 15 mr, 35 mr, 5 Mr, 10 mr, 0,3 mr, dnakon 1 my
Pasmep ynaxosxu 10 mn
Jexapcmaennan hopma cnipeR HaATBHbIH Hama nposedewun anamusa 25.01.2019
Hama npoussodcmsa 02.12.2018 Creyuguxatun LSR-005405/08-140708
Cpox 200nocmu 30.11.2020 Pezucmpaytionnoe ydocmosepenue
Cmpara-umnopmep Poccun M LSR-005405/08
IlokasaTens Hopmes PesynuTaTe
Onucanne
Onucanne npo3paqHas GecuBeTHas WIH CO CIeTKa | COOTBETCTBYET
JKENTOBATHIM OTTEHKOM MaclAHHCTan
AHIKOCTh CO CNELH(UIECKHM 3aHaX0M
HopnnaHnocTs
Aubtha-mHHEH COOTBETCTBHE XPOMaTOTPaMM NIOTIOKUTENBHBIH
pe3yasTaT
JIrMoHeH COOTBETCTBHE XPOMATOrpaMM TIONOKHTEALHEIH
pesyasTar
1,8-mmeon COOTBETCTBHE XPOMATOTPaMM HONOKHTEALHELH
Pe3yIsTatT
MesTon COOTBETCTBHE XPOMATOTpaMM NONOKHATENBHLIH
pesyaLTaTr
Tron COOTBETCTBHE XPOMATOTPAMM MONOKUTETLHELH
pe3ymeTar
Macno ropHo# cocHs! COOTBETCTBHE XPOMATOTPaMM MOJIOXUTe bHEEH
Ppe3yaLTaT
Macno 3pranBTa COOTBETCTBHE XpOMaTOIrpaMM TIONOXHTELHBH
pe3yALTAT
Macno MATE! nepeqHoR COOTBETCTBHE XpOMaTorpamMmM NONOKHTENEHEI
Pe3yabTaT
KanpoHoBaa kucnora COOTBETCTBHE XPOMATOIPAMM NOJIOUTENbHEIH
pesyasTar
Kanpunosan kucnoTa COOTBETCTBHE XPOMATOTPAMM TIOAOXHTENbHE
Pe3yIbTaT
Kanpunosas kucnora COOTBETCTBHE XpOMaTOrpaMM NOAOXUTENLHELH
pe3ynsTar
Jlaypunosas kucaota COOTBETCTBHE XPOMATOTPAMM | monoxurensHbIH
PEIYHBTAT
MupucTHROBAA KHCIOTA COOTBETCTBHE XPOMATOIPaMM HONOKHUTENbHBLH
pesyasTar
a-Toxodepona anerat - BKX COOTBETCTBHE XPOMATOIPaMM NO0KHTEALRBIIH
pesynsTaT
TInoTHOCTDL 0,930 r/cm? - 0,960 r/em® 0,942 rfen’
Iloxasatem, mpenoMiesns 1,440 - 1,452 1,452
Macca copepaxnMoro 1 ynakosku He menee 95 % 102 %
Cpemnsn Macca 1 aosst 0,09-0,14r O,Iff r
Kucnornoe uncno He Gonee 0,5 Mr KOH/T 0,12 Mr KOH/r f‘

Canexa @apmackioTiikanc a.c. » Nitrianska 100, 920 27 Tnoropen, Crosauxas pecnybanka
Ten.: (+421) 33 736 1111, ®ake: (+421) 33 730 0890, E-mail: saneca{@saneca.com - Www Sanece co

1CO: 46 833 323 - IC DPH SK2023599842 - Tatrabanka a s — &. u. 2920123416/1100
Obchodny register Ckresnéhe siidu Tmava, Oddiel: Sa, Vlo2ka gislo: 10601/T




Saneca

Crpanuua 2 u3 3 Pharmaceuticals
 Ceprudmxar anannza
Tlpenapam TMHOCOJ CIPER
Homep npenapama 12500105 Cepun LIMSHV 652264
Homep cepuu 541218 Bunywgennoe xomecmes 21 574 YTIAKOBOK
Hosupoaxa 15 mr, 35 mr, 5 mr, 10 mr, 0,3 M, ¢raxon | un
Pazmep ynaxosxu 10 mn
Jexapemeennan dhopma crpell HasamsHeli Hama nposedewus anariza 25.012019
Hama npoussodcmea 02.12.2018 Creyuguraypn LSR-005405/08-140708
Cpox z00necmu 30.11.2020 Pezucmpayummioe yoocmosepenue
Cmpana-uvmopmep Poccns M LSR-005405/08
Obnem 1 ynakoska 9,5-10,5 mn 10,0 Ma
MuxpobHonoryueckan YucroTa
I'® XII, macts 1, cp. 160,
Kareropus 2
Ob1mee xonmecTso a3po6HEIX He 6onee 100 KOE/r 0 KOE/r
GaxTepi, NeCHEBRIX 1
APOXOKEBLIX TPHOOB
Surepobakrepyn u Hekotopeie | He Gonee 10 KOE/r 0 KOE/r
BH/Ib! TPAMM-OTPHIATENBHBIX
Gaxrepuii
Pseudomonas aeruginosa OTCYTCTBYETE | T OTCYICTBYET
Staphylococcus aureus OTCYTCTBYETB I 1 OTCYTCTBYET
Konuyecreennoe onpenenenne
MeToaom I'X
Amda-nunen 6,3 Mr/mn - 15,4 mrivn 1,7 Mr/mn
1,8-1MHeon He Menee 3,7 Mr/man 8,4 Mmr/Mn
Menron 3,0 Mr/Ma - 5,5 My 3,2 Mr/Mn -
Tumon 0,255 Mr/mn - 0,345 Mr/vn 0,303 Mr/mn
KonnyecrBennoe onpenenenme
(BIXKX)
o-Toxodepona auerar 13,5 Mr/mn - 16,5 Mr/un 15,1 Mr/mn
CooTBercrue cneunpuxaunn,

Hacrosmum s IIOATBEPKAAIO, ITO HPEACTABICHHAY BHIIIe HHpOpManUs ABNACTCH NOLIMHHOMN B
TO4HOM. DTa cepus npenapara Gsu1a M3rOTOBIIEHA, BKIOYAS YTIRKOBKY H KOHTPONE KAadecTBa, Ha
YKa3aHHBIX BBINIE INIOMANKAX B HOJHOM COOTBETCTBHH C TpeboparnaMu Hagnexameit
Npou3BOACTBeRHO#H npakThky (GMP) EC, TpeGorarmamu MecTHOTO KOHTPOJHMPYIOMET0 Oprana
H B COOTBETCTBHH €O CHENHOHKALHAME, YKA3aHHEMY B PETHCTPalOHHOM YIOCTOBEPEHHH
CTpaHEI-UMIopTepa. OT9eTH! 10 06paboTke, ynakoske u aHANM3Y ceprH OBUIH NPOBEPEHE! U
TIPH3HAHBI COOTBETCTBYIOMMME TpeGosanmam npasmwn GMP.,

Canexa ®apmackoTiianc a.c. = Nitrianska 100, 920 27 I'nororen, Crosauxas pecrybnnka
Ten.: (+421) 33 736 1111, Gakc: (+421) 33 730 0890, E-mail: saneca(dlsaneca.com - WwWw Saneca co

1CO: 46 833 323 - IC DPH SK2023599847 - Tatrabanka a s - & u. 2920123416/1100
Obchodny register Okresného sidu Trnava, Oddiel: Sa, Viozka isle: 10601/T
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Cepraduxar aHau3a
Hpenapam MHHOCOJ CIIPEH
Homep npenapama 12500105 Cepun LIMS BV 652264
Homep cepun 541218 Bumyuennoe omvecrnso 21 574 YITAKOBOK
Hosupoarna 15 M, 35 wmr, 5 Mr, 10 mr, 0.3 mr, dnakon 1 un
Paamep ynaxoexu 10 mn
Jlexapcmeenwan hopra cnpell HasanpHELH Hama nposedenus ananuza 25.01.2019
Hama npouzeodcmea 02.12.2018 Creyudrnapun LSR-005405/08-140708
Cpox z08nocmu 30.11.2020 Pezucmpayuonioe ydocmosepenue
Cripana-umnopimep Poccun Ne LSR-005405/08

Brimyck ass npogau

IIpon3BoacTBeHAAS RIOmMATKA: Kontpos, xanecTsa u niiomazika A
BbINYCKa:

3asox «®Dapmaky, yi. OpyHse 63, Canexa ®apmaceroTEKaNIC a.c., Nitrianska

Kunes, 04080, Yxpauna 100

ABTOMaTHYeCKH NpHcBanHBaeMbIii Homep: AENe 92027 I'noropen, CroBankas PecniyGmixa

637430 or 07.04.2015 Homep manensuu: VL 059/13-2

GMP ceprrdukar Ne: Ne 020/2016/SAUMP/ Cepraguxar GMP Ne: SK/009V/2017
GMP

Momuuce/
Ceprunnaposano T'ynsmona Maprs Cepru¢pmuuponano 29.01.2019
YHONHOMOYEHHBIM or:
JHIOM:

i Canexa GapMacLIOTIIKANC a.C.
: Nitrianska 100
JloroTun xommaunn «Caneka i 920 27 Tioropen
DapmacsioTixanc a.c.» ;| Cnopauxas pecmyGunxa
£ 1CO: 46 833 523
i IC DPH SK2023599842 55

Canexa ®apmaceioTukanc a.c. » Nitrianska 100, 920 27T noropen, Cnopanxan pecrmydnnka /
Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, E-mail: saneca@saneca.com - www saneca com /

1CO: 46 833 323 - IC DPH SK2023599842 - Tatrabanka a s - & v, 2920123416/1100
Obchodny register Okresného sidu Tmava, Oddiel; Sa, Viozka &islo: 10601/T
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Page 1 af2 Pharmaceuticals
Certificate of analysis
Product PINOSOL SPRAY )
Product nuniber 12500105 Batch LIMS HY 652264
Batch vumber 541218 Released quantity 21 ST4PACKS
Dosage strength 15 mg, 35 mg. 5 mg, 10 mg, 0,3 mgv 1 ml
Packaging size 10 ml
Daosage form nasa{ spray Date of analysis 25,01.2019
Manyfacture date 02,12.2018 Specification LSR-005405/08-140708
Expiry date 30.11.2020 Marketing authorisation
Importing couniry Russia No. LSR-005405/08
Test Limits Results
Appearance
Description transparent,colourless or slightly complies
yellow oil liquid with specific odour
Identification
Alpha pinene concordance of chromatograms positive
Limonene concordance of chromatograms positive
1.8 cineole concordance of chromatograms positive
Menthol concordance of chromatograms positive
Thymol concordance of chromatograms positive
Mountain pine oil concordance of chromatograms positive
Eucalyptus oil concordance of chromatograms positive
Peppermint oil concordance of chromatograms positive
Caproic acid concordance of chromatograms positive
Caprylic acid concordance of chromatograms positive
Capric acid concordance of chromatograms | positive
Lauric acid concordance of chromatograms positive
Myristic acid concordance of chromatograms positive
o-Tocoferol acetate - HPLC concordance of chromatograms positive
Density 0,930 g/cm3 to 0.960 g/em3 0.942 glem3
Refractive index 1440 to 1452 1.452
Fill weight of 1 package NLT 95 % 102 %
Average weight of 1 dose 009g100.14 ¢ 0.10g
Acid value NMT 0.5 mg KOH/g 0.12 mg KOH/g
Fill volume of 1 package 9.5 ml to 10.5 mi 10.0ml
Microbiological quality
GF X1, part 1, p. 160, category 2
Total eerobic bacteria and NMT 10¢ CFU/g {0 CFuig
fungi
Enterobacteria and some NMT 10 CFU/g 0 CFU/g
species gram-negative bacteria
Pseudomonas aeruginosa absencein i g negative
Staphylococcus aureus absenceinl g negative
| Content GC
Alpha pinene 6.3 mg/ml to 15.4 mg/ml 7.7 mg/ml
1.8 cineole NLT 3.7 mg/ml 8.4 mg/mil
Mentho! 3.0 mg/mi to 5.5 mg/mI 3.2 mp/m]
Thymol 0.255 mg/ml to 0.345 mg/m] 0.303 mg/m! -
7
Saneca Phammeceuticals a.s. - Nitianska 100 - B20 27 Hiohover: - Slovenské republika :F f,.“'l
Tek (+421)33 736 1111, Fax: (+421) 33 730 0820, E-mall- saneca@sanaca.com - www.caneca com ,: /
IO 46 833 323 - IC DPH: SK2023599642 - Tatrabanka a.s. ~ & i 2020123418/1100
Qbchedny regriter Oliwsdin sidu Tmeve. Oddo S, Vioha Sais 10601T I.' | ;_'
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Saneca
Pharmaceuticals

Certificate of analysis

Product PINOSOL SPRAY
Product number 12500105 Batch LIMS HV 652264
Batch munber 541218 Released quantiy 21 574 PACKS
Dosage strength 13mg, 35 mg, Smg, 10 mg, 0,3 mg v 1 ml
Packaging size 10 ml
Dosage form nasal spray Date of analysis 25.01.2010
Manufacture date 02.12.2018 Specification L3R-005405/08-140708
Expiry date 30.11.2020 Marketing authorisation
Importing country Russia No. LSR-D05405/08
Content HPLC
a-Tocopherol acetate 13.5 mg/mi to 16.5 mg/ml 15.1 mg/mi
Conformity with the specification.

T hercby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP, the requirements of local Regulatory Authority and the
marketing authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in

compliance with GMP.

Release for sale

Manufacturing site:

Farmak ,63 Frunze Str.

Kiev, 04080, Ukraine

Autorisation number: AE Ne 637430 of 07.04.2015
GMP Certificate No:  Ne 020/2016/SAUMP/ GMP

’

/
Certified by QP:  GulaZové f

e

vk

Saneca Pharmaceuticals a.5. - Nitrariska 100 - 920 27 Hishovec - Slovenska republika
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@saneca com — www sansca com
1CO: 46 B33 323 - IC DPH; SK2023500842 — Talrabanka a.5. ~ £, 0 2020123416/1100

Obchadng register Dkreanebo atdu Trwia, Oodiel S8 Violkal ¢isto. 10801

Quality centrol and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : VL 059/13-2
GMP Certificate No ; SK/009V/2017

Certified on: 29.01.2019
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