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Cepruduxkar anaausa

Ipodyxm NMHOCOJI CIIPEM
Howmep npooykma 12500105
Howmep cepuu 140521

Cepus LIMS HV

Pasmep evinywennoii
cepuu

735790
21 000 YITAKOBOK

Jlozuposka 15 mr, 35 mr, 5 mr, 10 Mr, 0,3 MrB 1
M
Jlexapcmeennas ¢popma Hazanbnslit cipeit
Pazmep ynaxosxu 10 M Jlama nposedenus 15.07.2021
aumanuza
Jlama npouseoocmea 29.05.2021 Cneyugpuxayus JICP-005405/08-140708
Jlama ucmeuenus cpoxa 30.04.2023 Homep JICP-005405/08
2o0HoCmU pe2ucmpayuoHHO20
yoocmogepenus Ne:
Cmpana-umnopmep Poccus
GMID 682494
ADU: CocHsl TopHO# Macio - bpynep Arrepserep ['M6X, Thal-Aue 13, 9911 Assling Osttirol, Austria
Opkanunra macio — Opett & Jlay ['M0X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
Aunbha-rokodepoia anerat - JICM Hyrpurnn [Tponakre JIta, Hauptstrasse 4, CH-4334 Sisseln,
Switzerland 4
Tumoun - Cumpaiiz I'moX u Ko.KI', Muehlenfeldtrasse 1, 37603 Holzminden, Germany
MsiThl IepevHoit mucTheB Macio - Opeiit+Jlay ['M6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg,
Germany
HcnbiTanne Hopmbi Pe3yabTaThl Ouenxa
Onucanue
Onucanue npo3pavHasi 6eCLBETHAs UK CO | COOTBETCTBYET COOTBETCTBYET
CJIETKa )KEJITOBATHIM OTTEHKOM
MAacCJISIHUCTAsA JKUIAKOCTh CO
criern(pHUIECKUM 3aI1axoM
IMogauHHOCTH
Anbda-nuHeH COOTBETCTBUE XPOMATOIPaMM MIOJIOXKHUTENBHBIA PE3yJIbTAaT | COOTBETCTBYET
Jlumonen COOTBETCTBUE XPOMATOIPaMM MIOJIOXKHUTENBHBIA PE3yJIbTAaT | COOTBETCTBYET
1,8 - nuneon COOTBETCTBUE XPOMATOIpaMM MIOJIOXKUTENIBHBIA Pe3yNbTaT | COOTBETCTBYET
Menron COOTBETCTBUE XPOMATOIpaMM MIOJIOXKUTENIBHBIA Pe3yNbTaT | COOTBETCTBYET
Tumon COOTBETCTBUE XPOMATOIpaMM MIOJIOXKUTENIBHBIA Pe3yNbTaT | COOTBETCTBYET
CoCHBI TOPHO Macio COOTBETCTBUE XPOMATOIPaMM MOJIOXKHUTEIBHBIA Pe3yJIbTaT | COOTBETCTBYET
DBKAJHIITOBOE Macjo COOTBETCTBUE XPOMATOIPaMM MIOJIOXKHUTEIBHBIA Pe3yJIbTaT | COOTBETCTBYET
Macio nepeqHoit MAThI COOTBETCTBUE XPOMATOIPaMM MIOJIOKHUTEIBHBIA Pe3yJIbTaT | COOTBETCTBYET
Aunbda-Tokodepoina anerat COOTBETCTBUE XPOMATOIpaMM MIOJIOXKUTENIBHBIA Pe3yNbTaT | COOTBETCTBYET
IToTHOCTh 0,930 r/cm? 10 0,960 r/cm? 0,941 r/cm? COOTBETCTBYET
[Tokazarenp npesoMieHus 1,440 mo 1,452 1,452 COOTBETCTBYET
Onpenenenue npouenra Beixona | He menee 95% 99 %
COJICP)KUMOTO YIIAKOBKH
OnpeneneHue cpeaHeit Macchbl Or0,09r 100,141 0,10r
rpenapara B OJHOU J03€
)G CUR
KuciorHoe uncio He 601ee 0,5 mr KOH/r 0,18 mr KOH/r BYeT - |!
O0BeM conepkuMoro ynakoBka | 9,5 mut go 10,5 mu 10,2 M ‘

«CaHeka PapmacbloTUKanc a.c.»,

Hutpuancka 100, 920 27 norosew, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421)
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Cepruduxkar anaausa

Ipodyxm NMHOCOJI CIIPEM
Homep npodyxma 12500105 Cepusa LIMS HV 735790
Howmep cepuu 140521 Pasmep svinywennoi 21 000 YITAKOBOK
cepuu
Jlozuposka 15 mr, 35 mr, 5 mr, 10 Mr, 0,3 MrB 1
M
Jlexapcmeennas ¢popma Hazanbnslit cipeit
Pazmep ynaxosxu 10 M Jlama nposedenus 15.07.2021
aumanuza
Jlama npouseoocmea 29.05.2021 Cneyugpuxayus JICP-005405/08-140708
Jlama ucmeuenus cpoxa 30.04.2023 Homep JICP-005405/08
2o0HoCmU pe2ucmpayuoHHO20
yoocmogepenus Ne:
Cmpana-umnopmep Poccus
GMID 682494
ADU: CocHsl TopHO# Macio - bpynep Arrepserep ['M6X, Thal-Aue 13, 9911 Assling Osttirol, Austria
OpkayunTa Macio — Opeit & Jlay 'M0X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
Aunbha-rokodepoia anerat - JICM Hyrpurnn [Tponakre JIta, Hauptstrasse 4, CH-4334 Sisseln,
Switzerland
Tumoun - Cumpaiiz I'moX u Ko.KI', Muehlenfeldtrasse 1, 37603 Holzminden, Germany
MsiThl IepevHoit mucTheB Macio - Opeiit+Jlay ['M6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg,
Germany
Muxpoouoaoruyeckas
YHCTOTA
I'® 11, kareropus 2
OGuee konuuecTBo Gakrepuii u | ne 6onee 102 KOE/mn 0 KOE/mn COOTBETCTBYET
rpuboB
DHerepobakTepuu U HekoTophle | He Gonee 10! KOE/Mn 0 KOE/min COOTBETCTBYET

IpyTue rpaMMOTpHLATEIbHbIE

OakTepuun
Pseudomonas aeruginosa

Staphylococcus aureus

KoumuecTBeHHoe omnpeaeieHue

KX
Anbta-nuHeH

1,8-1uHeon He menee 3,7 mr/mn 9,0 mr/ma

MenTon 3,0 mr/mut 10 5,5 mr/min 3,2 mMr/mi

Tumon 0,255 mr/mn o 0,345 mr/ma 0,309 mr/ma CC:;I]?}’/ICH;}/QT
KoJinyecTBeHHOE OMpeaeieHne _:':1 :f/ b
BIXKX 1ol
Anbpa-Torodeporna anerat 13,5 mr/ma mo 16,5 mr/mn 14,5 mr/mn

OTCyTCTBHE B 1 M OTpHULATENIbHBIA Pe3yJIbTaT COOTBETCTBYET
orcyrcTBue B 1 Mt OTPHIATEIIBHBIN PE3yJIbTaT COOTBETCTBYET
6,3 mr/mi g0 15,4 mMr/ma 8,2 mr/muit COOTBETCTBYET

CooTBeTcTBYET TPEGOBAHUSAM crienUPpUKaANUH.

HacrosimumM st OATBEPIK a0, YTO BhIICyKa3aHHAs HH(OpMALHs SBISICTCS BEpPHOH M TOYHOM. JlaHHas cepust IPOU3B ;‘[?Ha, BKJIIOYAs
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTOH HMPOW3BOJICTBEHHOW INIOMIAJKE B MOJHOM COOTBETCTBHH C TPeOOBaHUSIMU
Hamnexxameit nponsBojctBenHoi npaktuke (GMP) MeCTHBIX peryisITOpHBIX OPTraHOB M CIENHUUKANUIMH PermcTpanioHHOTo
YIOCTOBEPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimu HopmarusHol JlokyMeHTamuu. 3amich 10 IPOM3BOJCTBY, YIAKOBKE H
KOHTPOJII0O Ka4yecTBa CEpUM OBbUIM IPOBEPEHbl M INpPU3HAHBI COOTBETCTBYIOIMMH TpeOoBaHmsiM GMP. MapkupoBka B IOJHOM
COOTBETCTBUM C MOCIEAHEH YTBEpXKAECHHOM B MuHHcCTEpCTBe 3apaBooxpaHeHus Poccuiickoit ®Penepanuu BepcHeld MaKeTOB
yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY NMPUMEHEHHIO.

Beinymieno k npoaaxe

HpOM3B0}1CTBeHHaﬂ IJIOIAAKA: KOHTpO.]'IL Ka4yeCTBA U BBINMYCKAOIIAA IJIOIIAAKA:

«CaHeka PapmacbloTUKanc a.c.»,
Hutpuancka 100, 920 27 Mnorosew, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail: info@saneca.com
ICO: 46 833 323 - IC DPH SK2023599842 OR OS Trnava, odd.: Sa, vl.c.: 10601/T Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416 Www.saneca.com
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Ipooyxm

Howmep npooykma
Homep cepuu
Jo3zuposka

Jlexapcmeennas gopma
Pasmep ynaxosxu

Jlama npoussoocmea

Jlama ucmeuenus cpoka
200HOCMU

Cmpana-umnopmep
GMID
ADU:

MNUHOCOJ CIIPEN
12500105
140521

15 mr, 35 mr, 5 mr, 10 Mr, 0,3 MrB 1

MII
Hazanbnslit cipeit

10 Mo

29.05.2021
30.04.2023

Poccus
682494

Cepus LIMS HV 735790

Pasmep svinywennoi 21 000 YITAKOBOK

cepuu

Jlama nposedenus 15.07.2021

ananusa

Cneyugpuxayus JICP-005405/08-140708
Homep JICP-005405/08
DPe2UCMPayUoHHO2O0

yoocmogepenus Ne:

CocHbl TopHO# Macio - Bpynep Autepserep I'm0X, Thal-Aue 13, 9911 Assling Osttirol, Austria
OpkayunTa Macio — Opeit & Jlay 'M0X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
Aunbha-rokodepoia anerat - JICM Hyrpurnn [Tponakre JIta, Hauptstrasse 4, CH-4334 Sisseln,

Switzerland

Tumoun - Cumpaiiz I'moX u Ko.KI', Muehlenfeldtrasse 1, 37603 Holzminden, Germany
MsiThl IepevHoit mucTheB Macio - Opeiit+Jlay ['M6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg,

Germany

®dapmak AO, 63 yn. Kupuinosckas

Kues, 04080, Ykpanna

Perucrpaunonnstit Homep: AE Ne637430 ot 07.04.2015
Ceprudurkar GMP Ne: 072/2019/GMP ot 10.10.2019

YTBep:k/1eHO YIIOJIHOMOYEHHbIM JIHIOM: Vicenova Maria

«CaHeka PapmacbloTUKanc a.c.», P
Hutpuancka 100, 920 27 Mnoroseu, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail: info@saneca.com

ICO: 46 833 323 - IC DPH SK2023599842 OR OS Trnava, odd.: Sa, vl.c.: 10601/T Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416

«Canexa @apmacprotukalic a.c.», Hurpuancka 100
920 27 I'norosen Pecmy6nuka CnoBakus
Perucrpannonnsiii Homep: V-15/2019
Ceptudpurxar GMP Ne: SK/019V/2020

Jara: 19.07.2021
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Certificate of analysis
Saneca

Pharmaceuticals

Product PINOSOL SPRAY
Product number 12500105 Batch LIMS HV 735 790
Batch number 140521 Released quantity 21000 PACKS
Dosage strength 15 mg, 35 mg, 5 mg, 10 mg, 0,3 mg v 1 ml
Dosage form nasal spray
Packaging size 10 ml Date of analysis 15.07.2021
Manufacture date 29.05.2021 Specification LSR-005405/08-140708
Expiry date 30.04.2023 Marketing authorisation ~ LSR-005405/08
Importing country Russia No.
GMID 682494
API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria
Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach
CH-4334 Sisseln, Switzerland
Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany
Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Test Limits Results Evaluation
Appearance
Description transparent,colourless or slightly | complies complies
yellow oil liquid with specific
odour
Identification
Alpha pinene concordance of chromatograms | positive complies
Limonene concordance of chromatograms | positive complies
1.8 cineole concordance of chromatograms | positive complies
Menthol concordance of chromatograms | positive comiplies
Thymol concordance of chromatograms | positive
Mountain pine oil concordance of chromatograms positive
Eucalyptus oil concordance of chromatograms | positive
Peppermint oil concordance of chromatograms | positive
o-Tocoferol acetate - HPLC concordance of chromatograms positive
Density 0.930 g/cm3 to 0.960 g/cm3 0.941 g/cm3 complies
Refractive index 1.440 to 1.452 1.452 complies
Fill weight of 1 package NLT 95 % 99 % complies
Average weight of 1 dose 0.09gt00.14 ¢ 0.10¢ complies
Acid value NMT 0.5 mg KOH/g 0.18 mg KOH/g complies
Fill volume of 1 package 9.5 mlto 10.5 ml 10.2 ml complies
Microbioclogical quality
GF XII, category 2

Saneca Pharmaceuticals a.s.

Nitrianska 100 » 920 27 Hlohovec ¢ Slovenska republika » t: +421 33 736 1111 « f: +421 33 730 0890 « e-mail: info@saneca.com

1€0: 46 833 323 » IC DPH: SK2023599842 < OR 05 Trnava, odd.: Sa, vl. &: 10601/T « Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416

WwWw.saneca.com
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Saneca

Pharmaceuticals

Product PINOSOL SPRAY

Product number 12500105 Batch LIMS HV 735790

Batch number 140521 Released quantity 21000 PACKS
Dosage strength 15 mg, 35 mg, 5 mg, 10 mg, 0,3 mg v 1 ml

Dosage form nasal spray

Packaging size 10 ml Date of analysis 15.07.2021
Manufacture date 29.05.2021 Specification LSR-005405/08-140708
Expiry date 30.04.2023 Marketing authorisation ~ LSR-005405/08
Importing country Russia No.

GMID 682494

API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria

Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach
CH-4334 Sisseln, Switzerland

Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany

Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

Total. aerobic bacteria and NMT 10? CFU/1 ml 0 CFU/T ml complies
fungi
Entcfrobactena and. some NMT 10' CFU/1 ml 0 CFU/1 ml complies
species gram-negative bacteria
Pseudomonas aeruginosa absence in 1 ml negative complies
Staphylococcus aureus absence in 1 ml negative complies
Content GC
Alpha pinene 6.3 mg/ml to 15.4 mg/ml 8.2 mg/ml complies
1.8 cineole NLT 3.7 mg/ml 9.0 mg/ml complies
Menthol 3.0 mg/ml to 5.5 mg/ml 3.2 mg/ml complies
Thymol 0.255 mg/ml to 0.345 mg/ml 0.309 mg/ml complies
Content HPLC
o-Tocopherol acetate 13.5 mg/ml to 16.5 mg/ml 14.5 mg/ml complies
Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

Released for sale

Saneca Pharmaceuticals a.s.
Nitrianska 100 * 920 27 Hlohavec ° Slovenskd republika « t: +42133 736 1111 ¢ f: +421 33 730 0890 * e-mail: info@saneca.com
1€0: 46 833 323 » IC DPH: SK2023599842 * OR 0S Trnava, odd.: Sa, vl. €.: 10601/T « Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416 WWW.saneca.com
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Saneca

Pharmaceuticals
Product PINOSOL SPRAY
Product number 12500105 Batch LIMS HV 735 790
Batch number 140521 Released quantity 21000 PACKS
Dosage strength 15 mg, 35 mg, 5 mg, 10 mg, 0,3 mg v 1 ml
Dosage form nasal spray
Packaging size 10 ml Date of analysis 15.07.2021
Manufacture date 29.05.2021 Specification LSR-005405/08-140708
Expiry date 30.04.2023 Marketing authorisation ~ LSR-005405/08
Importing country Russia No.
GMID 682494
API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria

Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach
CH-4334 Sisseln, Switzerland

Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany

Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

Manufacturing site:

Farmak JSC, 63 Kyrylivska Str.

Kiev, 04080, Ukraine

Autorisation number: AE Ne 637430 of 07.04.2015
GMP Certificate No: Ne 072/2019/GMP of 10.10.2019

Certified by QP: Vicenové Méria //0 /

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020

Certified on: 19.07.2021

Saneca Pharmaceuticals a.s.

Nitrianska 100 ¢ 920 27 Hlohovec « Slovenskd republika « t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com
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