Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
Ipooyxkm MNMUHOCOJI®
Homep npooyxma 12004772 Cepus LIMS HV 727172
Homep cepuu 3010121 Pasmep evinyujennoti 61200 YITAKOBOK
cepuu

Jlosuposxa

0,17r, 0,05, 0,002, 0,1r, 0,3752r,

0,0032r /10r
Jlexapcmeennas ¢popma  HazanbHble Karm

Pasmep ynaxosxu 10 M
Hama npouszeoocmea

11.01.2021

Ilama ucmeuenus cpoka  31.12.2023

Cneyugpurayus

Jlama npogedenus ananuza 07.02.2021
I NO015768/03-110110
Homep pecucmpayuonnozo 1 N015768/03

200HOCMU yoocmogepeHus No:

Cmpana-umnopmep Poccus

GMID 682492

ADU: Aabpa-Toxodeposa anerat - BACD CE, Carl Bosch Strasse 38, 67056, Ludwigshafen, Germany

Cocnbl oobikHOBeHHOI Macao - KAJIEH/IVJIA A.C., SK, Nova Lubovna 238A, 065 11 Slovak Republic

MacJo 3BkanunToBoe — ['yitwkoit Kaiinn [bxuan [epdymepu Ko., Jitn Wanchao Industrial Area, Kaili city,
Guizhou province, China
I'paiiazysnien- CUMPAI3 I'MBX u Ko. KI', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany

Tumoa - CUMPAI3 TMBX u Ko. KI', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany

MacJgo msatel nepeunoii- KAJIJEHJIYJIA A.C., SK, Nova Lubovna 238A, 065 11 Slovak Republic

HcnbiTanne Hopmbi Pe3yabTaThl Onenka
Onucanue
Onucanue IIpo3paynas ~ KHUAKOCTH  OT COOTBETCTBYET COOTBETCTBYET
CHHETO JI0 3eJICHO- CHHETO LBETa|
c XapaKTePHBIM 3amaxoMm
MEHTOJIA U 9BKAJIMITA
HopmHHOCTH
1,8 — uuneon COOTBETCTBHE XPOMATOIPAMM TOJIOKUTEIIBHBII COOTBETCTBYET
DeHxoH COOTBETCTBHE XPOMATOIPAMM HOJIOXKUTEIbHBIH COOTBETCTBYET
Aunbda-nuHeH COOTBETCTBHE XPOMATOIPAMM HOJIOXKHUTEIBbHBIH COOTBETCTBYET
Bopuunauerar COOTBETCTBHE XPOMATOIPAMM HOJIOXKUTEIBbHBIH COOTBETCTBYET
Bytunrunpoxcuanuzon COOTBETCTBHE XPOMATOIPaMM TOJIOKUTEIIBHBII COOTBETCTBYET
MenTon COOTBETCTBHE XPOMATOIPaMM TOJIOKUTEIBHBII COOTBETCTBYET
Tumon COOTBETCTBHE XPOMATOIPAMM TOJIOKUTEIBHBII COOTBETCTBYET
a-Tokogepoda anetat-BOXKX | cooTBeTcTBHE XpOoMaTrorpamMm TIOJIOKUTEIbHBIN COOTBETCTBYET
I'Baiia3yJieH (CHEKTPaiIbHO) MakcuMyM 1pu 604 HM £ 2 HM, | MOJIOKHUTEIbHBIH COOTBETCTBYET
650 aM £ 2 M, 720 HM + 2 HM
OTHOCcHUTENbHAS IOTHOCTh 0,910 mo 0,925 0,916 COOTBETCTBYET
O0BEM cOnepKUMOTO He menee 10,0 mn 10,0 M COOTBETCTBYET
YIaKOBKU
MuxpoouosIoruyeckas
YHCTOTA
EBp. ®@.5.1.4.
OO61uiee KOIMYECTBO a3POOHBIX
Gaxtepuit u rpuboB (TAMC) He 6osee 100 KOE/r 0 KOE/r COOTBETCTBYET
O6miee uuncio rpudos (TYMC)| e 6omee 10 KOE/r 0 KOE/r COOTBETCTBYET
OtcyTtcrBue Staphylococcus OTCYTCTBUE/ B T OTpHLATENBHBII COOTBETCTBYET
aureus
OtcytcrBue Pseudomonas OTCYTCTBUE/ B T OTpHLATENBHBII
aeruginosa
OrtcyrerBue Enterobacteriaceae| oTcyTcTBHE/ B T OTpHLATENBHBII
KoJnyecTBennoe
onpenaeaenne ['X
Anbba-nuHeH He menee 0,676% 1,507%
1,8 — nuHEON He menee 0,315% 0,934%

«CaHeka PapmacbloTUKanc a.c.»,

Hutpuancka 100, 920 27 norosew, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421)
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Crpannua 2 u3 2

Cepruduxkar anaausa

Ipooyxkm
Homep npoodyxkma
Homep cepuu

Jlosuposxa

Jlexapcmeennas ghopma
Pasmep ynaxosxu
Hama npouszeoocmea

Jlama ucmeuenus cpoka
200HOCMU
Cmpana-umnopmep

GMID

MNHUHOCOJI®
12004772
3010121

0,17r, 0,05, 0,002, 0,1r, 0,3752r,
0,0032r /10r
HaSaIILHLIC Karuin

10 Mo
11.01.2021
31.12.2023

Poccus

682492

Cepus LIMS HV 727 172
Pazmep vinywennoti 61200 YITAKOBOK
cepuu

Jlama npogedenus ananuza 07.02.2021
ITNO015768/03-110110

Howmep pecucmpayuonnozo TIN015768/03
yoocmogepeHus No:

Cneyugpurayus

ADU: Aabpa-Toxodeposa anerat - BACD CE, Carl Bosch Strasse 38, 67056, Ludwigshafen, Germany

Cocnbl oobikHOBeHHOI Macao - KAJIEH/IVJIA A.C., SK, Nova Lubovna 238A, 065 11 Slovak Republic
MacJo 3BkanunToBoe — ['yitwkoit Kaiinn [bxuan [epdymepu Ko., Jitn Wanchao Industrial Area, Kaili city,
Guizhou province, China
I'paiiazysien- CUMPAM3 I'MBX u Ko. KI', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
Tumoua - CUMPAUN3 I'MBX u Ko. KT', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
MacJgo msatel nepeunoii- KAJIJEHJIYJIA A.C., SK, Nova Lubovna 238A, 065 11 Slovak Republic

bopuunanerar He menee 0,068% 0,177% COOTBETCTBYET

MeHTon He menee 0,369% 0,422% COOTBETCTBYET

Tumon He menee 0,029% 0,033% COOTBETCTBYET

Bytunruapoxcuanuzon 0,0096% no 0,0144% 0,0122% COOTBETCTBYET

KoJnyecTBennoe

onpenaeaenne BIXKX

a-ToKo(eposia anerar 1,53 % no 1,87% 1,70% COOTBETCTBYET

CooTBeTcTBYET TPEGOBAHUSAM crienUPpUKaANHH.

HacrosimuM s MoATBep ka0, 4To BhIIICyKa3aHHAs MH(OpManus ABIsIeTCs BEPHOH U TOYHOM. JlaHHas cepust MpOU3BE/CHA, BKIIIOYAs
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTOH HMPOW3BOICTBEHHOW IUIOMIAJKE B MOJHOM COOTBETCTBHH C TPeOOBaHUSIMU
Hamnexxameit nponsBonctBenHoi npaktuke (GMP) MECTHBIX pPeryisITOpHBIX OPTraHOB M CIENHU(UKANUIMH PerucrpanioHHOroO
YIOCTOBEPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimu HopmarusHol JlokyMeHTamuu. 3amicu 10 IPOM3BOJCTBY, YIIAKOBKE H
KOHTpOJII0O KadecTBa Cepuy OBUIM NPOBEpEHB! W INPHU3HAHBI COOTBETCTBYIOMMMH TpeboBaHumsiM GMP. MapkupoBka B HOIHOM
COOTBETCTBHU C IOCIEeIHEH yTBepxkIeHHOM B MuHucrepctse 3zapaBooxpaHeHus Poccuiickoit dexpepanuu Bepcueil MakeToB

yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY MPUMEHEHHIO.

Beinymieno k npoaaxe

HpOPBBO).ICTBeHHaﬂ miomaaka:

«Caneka ®apmacproTukaic a.c.», Hurpuancka 100
920 27 I'nmorogen Pecriy0nuka CrioBakust
Peructpanmonnsiii Homep: V-15/2019
Ceprudurxar GMP Ne: SK/019V/2020

YTBep:k/1eHO YIIOJIHOMOYEHHbIM JIHIOM: Vicenova Maria / noonuce

«CaHeka PapmacbloTUKanc a.c.»,

Hutpuancka 100, 920 27 noroseu, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail: infog' anevy
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 20’12

KOHTpO.]'IL KayeCTBa U BblIIIyCKaOLIasl IJIOIaJAKa:

«Canexa @apmacprotukalic a.c.», Hurpuancka 100
920 27 I'morosen Pecniy6Onuka CroBaxust
Peructparmonssiii Homep: V-15/2019
Ceprupuxar GMP Ne: SK/019V/2020

08.02.2021

Hara:
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Certificate of analysis

province, China

Product PINOSOL ®

Product number 12004772 Batch LIMS HV

Batch number 3010121 Released quantity
Dosage strength 0,17g, 0,05g, 0,002¢g, 0,1g, 0,3752g, 0,0032g,/10 g
Dosage form nasal drops

Packaging size 10 ml Date of analysis
Manufacture date 11. 1. 2021 Specification

Expiry date 31.12.2023 Marketing authorisation
Importing country Russia No.

GMID 682492

727172
61200 PACKS

7.2.2021

P N0O15768/03-110110

P NO15768/03

API: TOCOFEROLI ALFA ACETAS, BASF SE, Carl Bosch Strasse 38, 67056, Ludwigshafen, DE

PINE SYLVESTRIS OIL- CALENDULA A.S., SK, Nova Luboviia 238 A, 065 11 Slovak Republic
EUCALYPTUS OIL - Guizhou Kaily Jian Perfumery Co. Ltd. Wanchao Industrial Area, Kaili city, Guizhou

GUAIAZULENE - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
THYMOL - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
PEPPERMINT OIL - CALENDULA A.S., SK, Nova Luboviia 238 A, 065 11 Slovak Republic

Test

Appearance
Appearance

Identification
1.8 cineole

Fenchon

Alpha pinene

Bornylacetate
Butylhydroxyanisol
Menthol

Thymol

a-Tocoferol acetate - HPLC

Guaiazulene
(spectrally)

Relative density
Fill volume of 1 package

Microbiological quality
Microbiological quality,
Ph.Eur. 5.1.4.
Total aerobic microbial count
(TAMC)
Total combined yeats/moulds
(TYMC)

Limits

clear liquid,blue to green-blue
colour with characteristic odour
of menthol and eucalypt
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms

maximum at 604 nm + 2 nm,
respect.650 nm + 2 nm,720 nm +
2 nm

0.910 to0 0.925
NLT 10.0 ml

NMT 10* CFU/g

NMT 10! CFU/g

Results

complies

positive
positive
positive
positive
positive
positive
positive
positive

positive

0.916
10.0 ml

0 CFU/g

0 CFU/g

‘\\.
Do Cveonp

Evaluation

complies

complies
complies
complies
complies
complies
complies
complies
complies

complies

complies

Saneca Pharmaceuticals a.s.

Nitrianska 100 « 920 27 Hlohovec * Slovenskd republika « t: +42133 736 1111 ¢ f: +421 33 730 0890 * e-mail: info@saneca.com
IC0: 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
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Certificate of analysis

Saneca
Pharmaceuticals

Product PINOSOL ®

Product number 12004772 Batch LIMS HV 727172

Batch number 3010121 Released quantity 61200 PACKS
Dosage strength 0,17¢g, 0,05¢g, 0,002¢, 0,1g, 0,3752¢g, 0,0032g,/10 g

Dosage form nasal drops

Packaging size 10 mi Date of analysis 7.2.2021
Manufacture date 11.1.2021 Specification P N015768/03-110110
Expiry date 31.12.2023 Marketing authorisation P N015768/03
Importing country Russia No.

GMID 682492

API: TOCOFEROLI ALFA ACETAS, BASF SE, Carl Bosch Strasse 38, 67056, Ludwigshafen, DE

PINE SYLVESTRIS OIL- CALENDULAA.S., SK, Nova Luboviia 238 A, 065 11 Slovak Republic
EUCALYPTUS OIL - Guizhou Kaily Jian Perfumery Co. Ltd. Wanchao Industrial Area, Kaili city, Guizhou
province, China

GUATAZULENE - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
THYMOL - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
PEPPERMINT OIL - CALENDULA A.S., SK, Nova Luboviia 238 A, 065 11 Slovak Republic

Absence of Staphylococcus absenceinlg absence in 1g complies
aureus
Absence of Pseudomonas absencein 1 g absence in 1g complies
aeruginosa g
Bile-tolerant gram-negative absenceinl g absence in 1g complies
bacteria P
Content GC
" 0,
Alpha pinene NLT 0.676 % 1.507 % complies
. 0,
1.8-cineole NLT 0.315 % 0.934 % complies
Bornylacetate NLT 0.068 % 0.177 % complies
Menthol NLT 0.369 % 0.422 % complies
Thymol NLT 0.029 % 0.033 % complies
Butylhydroxyanisol 0.0096 % to 0.0144 % 0.0122 % complies
Content HPLC
0,
o-Tocoferol acetate 1.53% 10 1.87 % 1.70 % 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 Hlohovec ¢ Slovenskd 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 0S Trnava, odd.: Sa, vl. ¢.: 10601/T « Tatra banka, a.s. * IBAN: 5K22 1100 0000 0029 2012 3416 www.saneca.com
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Saneca

Pharmaceuticals
Product PINOSOL ®
Product number 12004772 Batch LIMS HV 727172
Batch number 3010121 Released quantity 61200 PACKS
Dosage strength 0,17g, 0,05g, 0,002g, 0,1g, 0,3752¢, 0,0032¢,/10 g
Dosage form nasal drops
Packaging size 10 ml Date of analysis 7.2.2021
Manufacture date 11.1.2021 Specification PN015768/03-110110
Expiry date 31.12.2023 Marketing authorisation P N015768/03
Importing country Russia No.
GMID 682492

API: TOCOFEROLI ALFA ACETAS, BASF SE, Carl Bosch Strasse 38, 67056, Ludwigshafen, DE

PINE SYLVESTRIS OIL- CALENDULAA.S., SK, Nov4 Luboviia 238 A, 065 11 Slovak Republic
EUCALYPTUS OIL - Guizhou Kaily Jian Perfumery Co. Ltd. Wanchao Industrial Area, Kaili city, Guizhou
province, China

GUAIAZULENE - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
THYMOL - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
PEPPERMINT OIL - CALENDULA A.S., SK, Nové Luboviia 238 A, 065 11 Slovak Republic

Manufacturing site: Quality control and release site:

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

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020
Certified by QP: Vicenova Méria / { Certified on: 8.2.2021

Saneca Pharmaceuticals a.s.
Nitrianska 100 « 920 27 Hlohovec * Slovensk republika « t: +421 33 736 1111 * f: +421 33 730 0890 * e-mail: info@saneca.com
10: 46 833 323 » IC DPH: SK2023599842 « OR 0S Trnava, odd.: Sa, vl. &.: 10601/T = Tatra hanka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416 www.saneca.com
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