Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
Ipooyxkm MIMUHOCOJI®
Homep npooyxma 12004772 Cepus LIMS HV 718 372
Homep cepuu 3030420 Pasmep evinyujennoti 91 900 YITAKOBOK
cepuu

Joszuposka 0,17r, 0,05r, 0,002r, 0,1r, 0,3752r,
0,0032r /10r

Jlexapcmeennas gpopma  HazanbHble Karm

Pasmep ynaxosxu 10 mn

Jlama npouzsoocmea 29.04.2020

Ilama ucmeuenus cpoxka  31.03.2023

Cneyugpurayus

Jlama nposedenus ananuza 01.06.2020
IT N015768/03-110110
Homep pecucmpayuonnozo T1 N015768/03

200HOCMU yoocmogepenus Ne:
Cmpana-umnopmep Poccus
GMID 682492
ADH: Aunbpa-Toxodepoa anerart - BACO CE, Carl Bosch Strasse 38, 67056, Ludwigshafen, Germany
CocHbl 00bIkHOBeHHOI MacJio - 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'aiiasyJieH - CI/IMPAI/I3 I'MBX u Ko. KT', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
Tumou - CUMPAI3 T'MBX u Ko. KT, GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
Maciio marel nepeunoii- KAJJEHIVJIA 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 — upneon 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-Tokogeposa anetat-BOXKX | cooTBeTcTBHE XpOMaTrorpamMm TIOJIOKUTEIbHBIN COOTBETCTBYET
I'Baiia3yJieH (CHEKTPaiIbHO) MakcHUMyM 1pu 604HM+2HM, MOJIOKUTEIBHBIN COOTBETCTBYET
650HM+2HM, 720HME2HM
OTHOCHUTENBHAS INIOTHOCTh 0,910 mo 0,925 0,916 COOTBETCTBYET
O6BEM conepKIMOTO He menee 10,0 M 10,0 mu COOTBETCTBYET
YIaKOBKU
MuxpoouosIoruyeckas
YHCTOTA
-kareropus 2 (I'd 11)
Ob6uiee koauyecTBo adpobHbIX | He 6osee 100 KOE/r 0 KOE/r COOTBETCTBYET
OakTepuii 1 TpuOOB
Enterobacteriaceae orcyTcTBue/ B T WM MIT OTpHULATENBHBIN COOTBETCTBYET
Pseudomonas aeruginosa oTcyTcTBue/ B T WM MIT OTpHULATENBHBIN COOTBETCTBYET
Staphylococcus aureus orcyTcTBUe/ B T HJIH MJI OTpHUIATENBHBIN
KosmmuecTBeHHOE
onpenaeaenne ['X
Anbba-niuHeH He 6ouee 0,676% 1,584% 4{00TB6TCTByeT
FCanot—Poeommm
1,8 — uuneon He 6ouee 0,315% 0,920% rm’PB%TCTBVﬁT
Laannt L. seia A
Bopuunanerar He 6ouee 0,068% 0,184% ,:x:OOTBeTCTByeT e Al
MeHTon He 60:1ee 0,369% 0,465%
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Crpannua 2 u3 2
Cepruduxkar anaausa
Ipooyxkm MIMUHOCOJI®
Homep npooyxma 12004772 Cepus LIMS HV 718 372
Homep cepuu 3030420 Pasmep evinyujennoti 91 900 YITAKOBOK
cepuu
Joszuposka 0,17r, 0,05r, 0,002r, 0,1r, 0,3752r,
0,0032r /10r
Jlexapcmeennas gpopma  HazanbHble Karm
Pasmep ynaxosxu 10 mn Jlama nposedenus ananuza 01.06.2020
Jlama npouzsoocmea 29.04.2020 Cneyugpurayus 11 N015768/03-110110
Ilama ucmeuenus cpoxka  31.03.2023 Homep pecucmpayuonnozo T1 N015768/03
200HOCMU yoocmogepenus Ne:
Cmpana-umnopmep Poccus
GMID 682492
ADU: Anbda-Toxodepoaa auerat - BACO CE, Carl Bosch Strasse 38, 67056, Ludwigshafen, Germany

CocHbl 00bIkHOBeHHOI MacJio - 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'aiiasyJieH - CI/IMPAI/I3 I'MBX u Ko. KT', GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
Tumou - CUMPAI3 T'MBX u Ko. KT, GE, Muehlenfeldtrasse 1, 37603 Holzminden, Germany

Maciio marel nepeunoii- KAJJEHIVJIA A.C., SK, Nova Lubovna 238A, 065 11 Slovak Republic

Tumon He 6ouee 0,029% 0,032% COOTBETCTBYET
ByTtunrunpoxcuanuzon 0,0096% no 0,0144% 0,0123% COOTBETCTBYET
KoauuyecTBeHHoe

omnpeaenenne BOXKX

o-Toko(eposa anerar 1,53 % o 1,87% 1,69% COOTBETCTBYET

CooTBeTcTBYET TPEGOBAHUSAM crienUPpUKaANHH.

HacrosimumM s MoATBep ka0, 4To BhIICYKa3aHHAs MH(OpMaLUs ABIsIeTCS BEPHOH U TOYHOM. JlaHHas cepust MpOU3BE/CHA, BKIIIOYAs
YNaKOBKY M KOHTPOJIb KauecTBa, Ha HIDKEYMOMSHYTOH HPOM3BOACTBEHHOH IUIOMIAKE B TOJHOM COOTBETCTBHM C TPEOOBAHHAMH
Hamnexxameit nponsBojctBeHHoi npaktuke (GMP) MECTHBIX pPeryisITOpHBIX OPTraHOB M CIENHU(UKANUIMH PerucTpanioHHOro
YIOCTOBEpPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimMu HopmarusHol JlokyMeHTamuu. 3amicu 10 MPOM3BOJCTBY, YIIAKOBKE H
KOHTPOJIIO KadecTBa CepuM OBUIM NPOBEPEHBI W INPHU3HAHBI COOTBETCTBYIOMMMH TpeboBanumsM GMP. MapkupoBka B HOIHOM
COOTBETCTBUU C IOCIEIHEH YTBepxkIeHHOW B MuHnucrepctse 3apaBooxpaHeHus Poccuiickoit denepanuu Bepcueil MakeToB
yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY NPUMEHEHHIO.

BeinyuieHo k nmpojaxe

IIpou3sBoacTBeHHASA IOLIA/IKA: KoHTpoJib KayecTBa M BbINYCKAIOIMAS MUIOLIA/IKA
«Caneka @apmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacproTikaic a.c.», Hurpuancka 100
920 27 I'nmorogen Pecriy0nuka CrioBakust 920 27 I'morosen Pecniy6nuka CroBakust
Perucrpannonnsiii Homep: V-15/2019 Perucrpanuonnsiii Homep: V-15/2019

Ceprudurar GMP Ne: SK/019V/2020 Ceprudurxar GMP Ne: SK/019V/2020

YTBep:kaeHo ynoiHomoueHHbIM Junom:Farkasova Emilia Hara:  01.07.2020
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Certificate of analysis

province, China

Product PINOSOL ®

Product number 12004772 Batch LIMS HV

Batch number 3030420 Released quantity
Dosage strength 0,17g, 0,05g, 0,002¢, 0,1g, 0,3752g, 0,0032¢,/10 g
Dosage form nasal drops

Packaging size 10 ml Date of analysis
Manufacture date 29.04.2020 Specification

Expiry date 31.03.2023 Marketing authorisation
Importing country Russia No.

GMID 682492

718 372
91900 PACKS

01.06.2020

P N015768/03-110110

P N015768/03

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

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
- category 2 (GF 11)
Total aerobic bacteria and
fungi
Enterobacteriaceae

Pseudomonas acruginosa

Staphylococcus aureus

Content GC

Limits Results
clear liquid,blue to green-blue complies
colour with characteristic odour

of menthol and eucalypt

concordance of chromatograms | positive
concordance of chromatograms | positive
concordance of chromatograms | positive
concordance of chromatograms positive
concordance of chromatograms positive
concordance of chromatograms | positive
concordance of chromatograms | positive
concordance of chromatograms positive
maximum at 604 nm + 2 nm, positive
respect.650 nm + 2 nm,720 nm +

2 nm

0.910 to 0.925 0.916
NLT 10.0 ml 10.0 ml
NMT 100 CFU/g 0 CFU/g
absence/g or ml negative
absence/g or ml negative
absence/g or ml negative
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Evaluation

complies

complies
complies
complies
complies
complies
complies
complies
complies

complies

complies

complies
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Saneca
Pharmaceuticals

Product PINOSOL ®

Product number 12004772 Batch LIMS HV 718 372

Batch number 3030420 Released quantity 91900 PACKS
Dosage strength 0,17g,0,05¢, 0,002g, 0,1g, 0,3752g, 0,0032g,/10 g

Dosage form nasal drops

Packaging size 10 ml Date of analysis 01.06.2020
Manufacture date 29.04.2020 Specification PN015768/03-110110
Expiry date 31.03.2023 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- 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
province, China
GUAIAZULENE - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany
THYMOL - SYMRISE GMBH&CO. KG, GE, Muehlenfeldstrasse 1, 37603 Holzminden, Germany

Alpha pinene NLT 0.676 % 1.584 % complies
1.8-cineole NLT 0.315 % 0.920 % complies
Bornylacetate NLT 0.068 % 0.184 % complies
Menthol NLT 0.369 % 0.465 % complies
Thymol NLT 0.029 % 0.032 % complies
Butylhydroxyanisol 0.0096 % to 0.0144 % 0.0123 % complies
Content HPLC
o-Tocoferol acetate 1.53%to 1.87 % 1.69 % 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

180 CAHGo, -
Manufacturing site: Quality control and release g'ce:: S
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals 2 j}‘g’}:r;
920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovqf”‘gjéj{:’&lic
Authorisation number : V-15/2019 Authorisation number : V- 5/20
GMP Certificate No : SK/019V/2020 GMP Certificate No : SX/019V

"

Certified by QP: Farkadova Emilia | /ﬂw [ Certified on:
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Saneca Pharmaceuticals a.s.
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