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Cepruduxkar anaausa

«CaHeka PapmacbloTUKanc a.c.»,

Ipoodyxm MHUHOCOJI®
Homep npoodyxma 12004772 Cepust LIMS HV 742 164
Homep cepuu 2FA022A Paszmep svinywennoti 92 000 YITAKOBOK
cepuu
Josuposka 0,17r, 0,05r, 0,002r, 0,1r, 0,3752r,
0,0032r /10r
Jlexapcmeennas gpopma  HazanpHble Karm
Pasmep ynaxosxu 10 M Jama nposedenus ananuza 17.02.2022
Jlama npoussoocmea 28.01.2022 Cneyughurxayus I N015768/03-110110
Jlama ucmeuenus cpoxka 31.12.2024 Homep pecucmpayuonnoeo 1 N015768/03
200HOCMU yoocmogeperusi No:
Cmpana-umnopmep Poccus
GMID 682492
HcnbiTanne Hopmsl PesyabTaTsl Ouenka
Onucanue
Ornucanue IIpo3paunast  KUAKOCTb  OT COOTBETCTBYET COOTBETCTBYET
CHUHEro JI0 3€JIeHO- CHHErQ
I[BETa C XapaKTePHBIM 3aI1axoM|
MEHTOJIa U 3BKAJIUIITA
opuHHOCTH
1,8 — nuneon COOTBETCTBUE XPOMATOIPaMM | IOJIOKHUTEIbHBIA COOTBETCTBYET
Denxon COOTBETCTBHE XpOMATOTPaMM | IOJIOXKHUTEIbHBIN COOTBETCTBYET
Anbda-nuHeH COOTBETCTBHE XpOMATOTPaMM | IOJIOXKHUTEIbHBIN COOTBETCTBYET
BopHunanerar COOTBETCTBHE XpOMATOTPaMM | IOJIOXKHUTEIbHBIN COOTBETCTBYET
ByTtunrunpokcuanuzon COOTBETCTBUE XPOMATOIPaMM | IOJIOKHUTEIbHBIA COOTBETCTBYET
Menron COOTBETCTBUE XPOMATOIPaMM | IOJIOKHUTEIbHBIA COOTBETCTBYET
Tumon COOTBETCTBUE XPOMATOIPaMM | IOJIOKHUTEIbHBIA COOTBETCTBYET
a-Tokodepona anerar-BIXKX| cooTBeTcTBHE XpOMAaTOrpaMM | IMOJIOXKHUTEIBHBII COOTBETCTBYET
I'BaifazyneH (CIeKTpaIbHO) MakcuMyM pu 604 uM + 2 TIOJIOKUTENIbHBII COOTBETCTBYET
"M, 650 HM £ 2 BHM, 720 HM £
2 HM
OTtHOCHUTEIbHAS TUIOTHOCTH 0,910 m0 0,925 0,915 COOTBETCTBYET
O0BEM conep)KUMOTO He menee 10,0 mn 10,0 M COOTBETCTBYCY
YHaKOBKH
MuxkpobuoJoruieckas
YHCTOTA
EBp. ®@. 5.1.4.
OO0111ee KOIMYIECTBO
a’poOHBIX OakTepuit U e Gonee 10? KOE/r 0 KOE/r COOTBETCTBYS
rpu6os (TAMC)
O6mmee uncino rpudos ue Gosee 10! KOE/r 0 KOE/r COOTBETCTBYET
(TYMC) OTCYTCTBHE/ B T OTCYTCTBYET B T COOTBETCTBYET
OtcyrcrBue Staphylococcus | oTcyTcTBHE/ BT OTCYTCTBYET B T COOTBETCTBYET
aureus
OtcytcrBue Pseudomonas
aeruginosa
OTtcyTcTBUE OTCYTCTBHE/ B T OTCYTCTBYET B T COOTBETCTBYET
Enterobacteriaceae
KosmyecrBennoe
onpeaenenue I'X
Anbda-nmuHeH He menee 0,676% 1,586% COOTBETCTBYET
1,8 — ruHeon He menee 0,315% 0,949% COOTBETCTBYET
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Cepruduxkar anaausa

Ipoodyxm MHUHOCOJI®
Homep npoodyxma 12004772 Cepust LIMS HV 742 164
Homep cepuu 2FA022A Paszmep svinywennoti 92 000 YITAKOBOK
cepuu
Josuposka 0,17r, 0,05r, 0,002r, 0,1r, 0,3752r,
0,0032r /10r
Jlexapcmeennas gpopma  HazanpHble Karm
Pasmep ynaxosxu 10 M Jama nposedenus ananuza 17.02.2022
Jlama npoussoocmea 28.01.2022 Cneyughurxayus I N015768/03-110110
Jlama ucmeuenus cpoxka 31.12.2024 Homep pecucmpayuonnoeo 1 N015768/03
200HOCMU yoocmogepenust Ne:
Cmpana-umnopmep Poccus
GMID 682492
bopuaunauerar He menee 0,068% 0,161% COOTBETCTBYET
MenTon He menee 0,369% 0,412% COOTBETCTBYET
Tumon He menee 0,029% 0,036% COOTBETCTBYET
ByTunrunpoxcuanuzon 0,0096% no 0,0144% 0,0123% COOTBETCTBYET
KosmyecrBennoe
onpenenenne BI7KX
a-Tokogeporna anerar 1,53 % mo 1,87% 1,74% COOTBETCTBYET
CooTBeTcTBYET TPeOOBAHUSIM cClleLM(PUKALUH.

HacrosmuM st moaTBep ka0, 4To BBINICyKa3aHHAS HHPOPMaLUs SIBISIETCS BEPHOW U TOUHOU. JlaHHas ceprst IPOU3BEaeHa, BKIIIOYAs
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTOH HMPOW3BOJICTBEHHOW INIOMIAJKE B MOJHOM COOTBETCTBHH C TpeOOBaHUSIMU
Hamnexxameit nponsBojctBenHol npakTuke (GMP) MECTHBIX pPeryisiITOpHBIX OPTraHOB M CIENHU(UKANUIMH PerucTpanioHHOro
YAOCTOBEPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimMu HopmarusHol JlokyMeHTamuu. 3amicu 10 IPOM3BOJCTBY, YIAKOBKE H
KOHTPOJIIO Ka4yecTBa CEepUM OBbUIM IPOBEPEHbl M NpPU3HAHBI COOTBETCTBYIOIMMH TpeOoBaHusiM GMP. MapkupoBka B IOJHOM
COOTBETCTBHU C IIOCIEOHEH YTBepxkIeHHOW B MmuHucrepctBe 3apaBooxpaHeHus Poccuiickoit dexpepamym Bepcueil MakeToB
yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY MPUMEHEHHIO.

Beinymieno k npoaaxe

IIpou3BoacTBEHHAS MIOIIA/IKA: KoHTposb KayecTBa M BBIMYCKAIOIIAS MIOMIA/IKA:
«Caneka dapmaceroTukaic a.c.», Hurpuancka 100 «Canexa @apmacprotukasic a.c.», Hurpuancka 100
920 27 I'morosen Peciy6mnuka CnoBakust 920 27 I'norosen Pecy6nnka CnoBakus
Perucrpannonnsiii Homep: V-15/2021 Perucrpanmonnsnii Homep: V-15/2021

Cepruduxar GMP Ne: SK/019V/2020 Ceprupuxar GMP Ne: SK/019V/2020

YTBep:KIeHO YNOJIHOMOYEHHBIM JUIOM: Vicenova Maria/ noonuce Jara: 17.02.2022

«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
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Certificate of analysis

Product PINOSOL ®
Product number 12004772 Batch LIMS HV 742 164
Batch number IFAO22A Released quantity 92 000 PACKS
Dosage strength 0,17g, 0,05¢g, 0,002¢, 0,1g, 0,3752g,0,0032g,/10 g
Dosage form nasal drops
Packaging size 10 ml Date of analysis 17.2.2022
Manufacture date 28.1.2022 Specification PNO015768/03-110110
Expiry date 31.12.2024 Marketing authorisation P N015768/03
Importing country Russia No.
GMID 682492
Test Limits Results Evaluation
Appearance
Appearance clear liquid,blue to green-blue complies complies
colour with characteristic odour
of menthol and eucalypt
Identification
1.8 cineole concordance of chromatograms | positive complies
Fenchon concordance of chromatograms | positive complies
Alpha pinene concordance of chromatograms | positive complies
Bornylacetate concordance of chromatograms | positive complies
Butylhydroxyanisol concordance of chromatograms | positive complies
Menthol concordance of chromatograms | positive complies
Thymol concordance of chromatograms | positive complies
a-Tocoferol acetate - HPLC concordance of chromatograms | positive complies
Guaiazulene maximum at 604 nm + 2 nm, positive complies
(spectrally) respect.650 nm = 2 nm,720 nm +
2 nm
Relative density 0.910 to 0.925 0.915 complies
Fill volume of 1 package NLT 10.0 ml 10.0 ml omplies
Microbiological quality
Microbiological quality,
Ph.Eur. 5.1.4,
Total aerobic microbial count | NMT 10? CFU/g 0 CFU/g complies
(TAMC)
Total combined yeats/moulds | NMT 10! CFU/g 0 CFU/g complies
(TYMC)
Absence of Staphylococcus absenceinlg absence in 1g complies
aureus
Absence of Pseudomonas absenceinlg absence in 1g complies
aeruginosa
Bile-tolerant gram-negative absenceinlg absence in 1g complies
bacteria
Content GC
Alpha pinene NLT 0.676 % 1.586 % complies
1.8-cineole NLT 0.315 % 0.949 % complies
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Saneca Certificate of analysis

Pharmaceuticals

Product PINOSOL ®

Product number 12004772 Batch LIMS HV 742 164

Batch number 2FA022A Released quantity 92000 PACKS

Dosage strength 0,17g, 0,05g, 0,002g, 0,1g, 0,3752¢g, 0,0032¢,/10 g

Dosage form nasal drops

Packaging size 10 ml Date of analysis 17.2.2022

Manufacture date 28.1.2022 Specification P N015768/03-110110

Expiry date 31.12.2024 Marketing authorisation P N015768/03

Importing country Russia No.

GMID 682492
Bomylacetate NLT 0.068 % 0.161 % complies |
Menthol NLT 0.369 % 0.412% complies
Thymol NLT 0.029 % 0.036 % complies
Butylhydroxyanisol 0.0096 % to 0.0144 % 0.0123 % complies

Content HPLC
a-Tocoferol acetate 1.53 % to 1.87 % 1.74 % 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.

Release for sale

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-15/2021 Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020

Certified by QP: Vicenova Maria Certified on: 17.2.2022
veailit o Sangca Pharmaceuticals a.s.
; Nitrianska 100
M Saneca i 920 27 Hlohovec

QF Phameceuticas | Slovenska republika
 160: 46 833 323
: IC DPH: SK2023599842 55
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