JEKJIAPAIINSA O COOTBETCTBUH

JEKJAPAHT, IPHHUMAIOIIMI JEKJAPAIIUIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenus o peaucmpayuu opzanusayuu. Mexcpationnan uncnexyus @edeparvroii Har02060% cayictvi No 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OF'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yr. Teepckasn, 0. 22. Teaegpon/charc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvruiii oupexmop Monsic O.A.

Hoeepennoe auyo: Cmenaroe C.C., dosepennocme 6/n om 01.12.2017

3AABISIET, UTO

nexapcmegennoe cpedcmeo. Tunocon, cnpeii nazanvroiii 10 ma, hnaxonsr memrozo cmexna, chabicernvle
Hacocom-003amopom ¢ adanmepom nod HazarbHoe enpoickuganue (1), nauxu xapmonuvie, PY No
JICP-005405/08 om 14.07.2008 (dama 3amenwt 20.12.2017) svioano AO "Canogpu Poccur”, cepus 471118,
napmus 21694 ynaxosox, 200en oo 31.10.2020, npouzeoocmsa IHAQ "Papmax”, Yrpauna, 04080, 2. Kues, ya.
@pynse, 0. 74 / Canexa Papmacsiomuxanc a.c., Cnosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII[2 21.20.10.251, xod TH B3 3004500002,
koumparxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085320099 om 16.01.2019

COOTBETCTBYET TPEBOBAHHUAM

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

AEKJAPAIINS ITPHHATA HA OCHOBAHHH

npomoxon ucnsimaruii Ne 1950 om 23.01.2019 HJT 000 HI] "PAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21D.J140, Cepmucpuxam POCC SK. OM08.C32144 om 23.01.2019
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e CBEJIEHMSI O PETHCTPALIAM

OPT'AH I10 CEPTHO®MKAIIAH, 3APETHCTPHPOBABIIHI1 JEKJIAPALTHIO

RA.RU. 11 ®M08 OPTAH 110 CEPTH®HKAIJHH ITPONYKIHH OBLJECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBHIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

JEKJAPAITHA O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU JJ-SK.®M08.4.13536/19
JATA PETHUCTPALIMH 23.01.2019
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Cepruduxar anamusa

&

Saneca
Pharmaceuticals

Tpenapam NMMHOCOJ CITPEHR
Homep npenapama 12500105 Cepus LIMS HY 651743
Hosep cepuu 471118 Bomywennoe xomecmao 21 694 YTIAKOBOK
Hozuposxa 15 mr, 35 mr, 5 mr, 10 mr, 0,3 mr, dnaxos | un
FPazmep ynaxosxu 10mn
Jlexapcmeennas gropma cnpelt HazamHBIN Jama nposedemun ananuza 10.01.2019
Hama npouseodcmen 30.11.2018 Cheyupuxayus LSR-005405/08-140708
Cpox 2o0n0cmu 31.102020 Pezucmpayuonioe ydocmosepenue
Cmipana-umnopmep Poccus Ao LSR-005405/08
IToxasarens Hopmur ! PesyabraThi
Onucanne .
Omncarue npo3payHas GeciseTRAs WIH CO CNETKR | COOTBETCTBYET
MENTOBATEIM OTTCHKOM MACNAHKCTAN
JKHMAKOCTS CO CHEIHPAIECKUM 3amaxoM
IoaruunocTe
Ancta-nuBen COOTBETCTBHE XpOMATOrPaMM DONOAKHTEbHBIH
pe3yILTAT
JlumoHeH COOTBETCTBHE XPOMATOTPAMM NONOKHUTENBHEIH
Pe3yNbLTaT
1,8-mmeon COOTBETCTBHE XPOMATOTPAMM NOAOXKUTENbHEIH
pe3yasTaT
Menron COOTBETCTBHE XPOMATOrpaMM NONCHKHTEAbHEIH
PE3YILTAT
Trmon COOTBETCTBHE XPOMATOIPAMM HONOKHTEALHELH
pe3ynLTaT
Macno ropsoii cocHsl COOTBETCTBHE XPOMATOrPaMM RONOMUTEALHBIH
pesynbTaT
Macno sskanumra COOTBETCTBIHE XPOMATOTPAMM TIONOAKATEMLHEIH
pesynbTar
Macno MATH! nepeaHoi COOTBETCTBHE XPOMATOTPAMM NONCKHATENABHBIH
PE3YILTAT
Kanpoepas xucnora COOTBETCTBHE XPOMATOIPaMM DONOKHTENLHBH
pesynLrar
Kanpunosas xucnora COOTBETCTBHE XPOMATOTPAMM NONOKUTENbHBTH
PE3YILTAT
Kanpnsopas xuciora COOTBETCTBHE XPOMATOIPAMM NOAOKHTENbHEIH
pesynbTaT
JlaypuHoBasg xucnoTa COOTBETCTBHE XPOMATOTpaMM NONOXKHTEILHEIH
pe3ynbTar
MupucTiHOBas xHCToTa COOTBETCTBHE XPOMATOTPAMM HOJICHHTELHLIH
pesyibTat
a-Toxodeponz auetrar - BOX COOTBETCTRBHE XPOMATOrPaMM NONOKHUTETLHBI
pe3yALTAT
IaoraocTs 0,930 ricm® - 0,960 ricx® 0,942 r/cm?
TNokasatens npenomnerua 1,440 - 1452 1,452
Macca conepxuMoro 1 ynakoeku He Menee 95 % 101 %
Cpemmsa macca 1 nosm 0,09-0,14r 0,09r /f‘ :
Kucnotsoe ancno He 6onee 0,5 vr KOH/r 0,08 Mr KQH/n /]
Canexa ®apmackiorikanc a.c. * Nitrianska 100, 920 27 Tnorosew, Crosauxan pecry6ifka Tl

Ten.: (+421) 33 736 1111, ®akc: (+421)
ICO: 46 833 323 - IC DPH SK20235998

Obchodny register Okresného sudu Tmava, Oddiel: Sa, Viozka disle: 10601/T

33 730 0890, E-mail: sanecaf@saneca.com'- www saneca
42 - Tatrabanka a s - & u. 2920123416/1100
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‘Ceprnduxar anannza
fpenapam IIMHOCOJ CTIPEH
Homep npenapama 12500105 Cepus LIMS HV 651743
Homep cepuu 471118 Bumywiennoe xomuwecmso 21 694 YTIAKOBOK
Hosuposxa 15 Mr, 35 mr, 5 mr, 10 Mr, 0,3 M, dunaxon | aa
Pazmep ynaxosxu 10 mn
Hexapcmeennan gopma cripeit Ha3AMLHEIH Hama nposedemus ananusa 10.01.2019
Jlama npouseodcmea 30.112018 Creyugurayun LSR-005405/08-140708
Cpox 200nocmu 31.10.2020 Peaucmpayuonnce ydocmosepenue
Cmipana-umnopmep Pocenn e LSR-005405/08
Obvem 1 ynaxonka 9,5 - 10,5 mn 10,1 mn
Muxpo6uosorudeckan yucrora
F® XII, gacts 1, c1p. 160,
KaTeropus 2
Obmee KoMHIECTBO AdPOGHBIX He Gonee 106 KOE/r 0 KOE/r
6akTepuii, ECHEBEIX H
ApoxcKeBsIX rpubor
urepobaktepnu v Hexotopeie | He Gonee 10 KOE/r 0 KOE/r
BHIE] rpaMM-OTPHLATENILHEIX
GaxTepuii
Pseudomonas aeruginosa OTCYTCTBYET R 1 1 OTCYTCTBYeET
Staphylococeus aureus OTCYTCTBYETB 1 OTCYTCTBYET
Konnyecreennoe onpegenenne
Metoaom I'X
Aneda-nuHeH 6,3 Mr/mx - 15,4 mr/mn 7,2 Mr/mn
1,8-muneon He menee 3,7 Mi/mn 7,9 Mr/mn
Menton 3,0 Mr/ma - 5,5 Mr/vn 3,1 mr/mMa
Trmon 0,255 Mr/mn - 0,345 Mrivn 0,291 mMr/mn
KonnuecTBennoe onpegenenne
(BIXKX)
a-Tokodepona auerar 13,5 Mr/m - 16,5 Mr/dn 15,7 Mr/mn
CooTBercTBHE cnenHBHKaLHM.

Hacrosmum s noaTsepxzato, 4ro MpeacTarnennad sume uRboOpManu SBINeTCS NOATMHHON U
TOYHOH. 3Ta cepud npenapara 6xna H3TOTORINICHA, BKIIHOYas YIAKOBKY M KOHTPONE Ka9ecTsa, Ha
YKa3aHHBIX BHINE IUIOMANKAX B OHOM COOTBETCTBHM ¢ TpeGopanmavu Hamnexcameit
Npor3BoACTBeRHOH npakTuky (GMP) EC, tpefosasmsama MecTHOTO KOHTPOJIMPYIOINEro OpraHa
H B COOTBETCTBUM CO CTIENH(AKAIMIME, YKA3AHHEIME B PErHCTPALHOHHOM YIOCTOBEPEHHH
CTpaHbI-EMIIOpTepa. OT4eThl No 06paboTke, ynakoske u aHaIu3y CepHH OBLTH IPOBEPEHE! B
HpH3HAHBI COOTBETCTBYIOMUMHE TpeGoBaHusM mpasmn GMP.

Canexa ®apmachoTikanc a.c. * Nitrianska 100, 920 27 I'noroeen, Cnosauxan pecnybnira
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0890, E-mail: saneca(@saneca.com - www sane

1CO: 46 833 323 - IC DPH SK2023599842 - Tatrabankaa s~ & u, 2920123416/1100
Ohchodny register Okresného siidu Trava, Oddiel: Sa, Viozka gislo: 10600/T
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Ceprudukar anannsa

Tpenapam IIMHOCOJ CIIPER

Homep npenapama 12500105 Cepun LIMS HY 651743

Howmep cepuu 471118 Beimyuenuoe xommecmeo 2] 694 YTIAKOBOK
Hozuposxa 15 mr, 35 wr, 5 mr, 10 mr, 0,3 mr, fnaron | un

Pazmep ynaxosxu 10 mn

fexapemsennan gropma cnpell HazansHbIR Hama nposedevun avamsa 10.01.2019

Hama npouseodcmea 30.11.2018 Creyupnnayun LSR-005405/08-140708
Cpox 200n0cmu 31.10.2020 Pezucmpayummice yoocmosepenue

Cmpana-umnopmep Poccua N LSR-005405/08

Brimyck ann npopaxn

HPOH380110T BCHHAA NOOIXANKA: KOII‘I'pDJIb KA9eCTBA B naomagKa ang
BBITYCKA:

3ason «Dapmak», yi. OpyHse 63, Canexa ®apMacsroTHKanC a.c., Nitrianska

Kues, 04080, Yxpanna 100

ABTOMaTHyeCKH NpicBanBaeMblii Homep: AENe 92027 I'norosen, Cnoparkasn Pecry6mixa

637430 ot 07.04.2015 Homep manensm: VL 059/13-2

GMP cepruduxar No: Ne 020/2016/SAUMP/ Ceprudrxar GMP Ne: SK/009V/2017
GMP

/Tlogmuce/

Cepradunuposano  Xonmuxona Spocnasa Cepradunnposano 10.01.2019
YHONHOMOYEHHBIM oT:
JIHLOM:

i Canexa dapMacHIOTIIKANC a.C.
i Nitrianska 100
Jlorotnn kommammi «Canexa § 920 27 [oropen
dapmacsiothkanc a.c.» i Cnosauxas pecnybnnka
i 1CO: 46 833 323
i IC DPH SK2023599842 55

Canexa ©apmackioTuxanc a.c. * Nitrianska 100, 920 27T norogen, Cnosankas pecrybiiyka
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0890, E-mail: saneca@saneca.com - www.saneca ¢

ICO: 46 833 523 - IC DPH SK2023599842 - Tatrabanka a s - & v, 2920123416/1100
Obchodny register Qkresného sitdu Trmava, Oddiel: Sa, Viozka dislo: 10601/T
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Certificate of analysis

4/ Pharmaceuticals

Product PINOSOL SPRAY
Product number 12500105 Batch LIMSHY 651743
Batch number 471118 Released quantity 21 694 PACKS
Dosage strength 15mg, 35 mg, 5mg, 10mg, 0,3 mgv 1 ml
Packaging size 10 ml
Dosage form nasai spray Date of analysis 10.01.2019
Manufacture date 30.11.2018 Specification LSR-005405/08-140708
Expiry date 31.10.2020 Marketing authorisation
Importing country Russia No. LSR-005405/08
Test Limits Results
Appearance
Description transparent,colourless or slightly complies
yellow ol liquid with specific odour
ldentification
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
Eucalypius 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 gfem3 to 0.960 g/em3 0.942 pfcm3
Refractive index 1.440 1o 1.452 1.452
Fill weight of 1 package NLT95% 101%
Average weight of 1 dose 0.09g100.14 ¢ 009g
Acid value NMT 0.5 mg KOH/g 0.08 mg KOH/g
Fill volume of 1 package 9.5ml to 10.5 ml 10.1 ml
Microbiological quality
GF X, pant 1, p. 160, category 2
Total aerobic bacteria and NMT 100 CFU/g 0 CFU/g
fungi
Enterobacteria and some NMT 10 CFU/g 0CFU/g
species gram-negative bacteria
Pseudomonas aeruginosa absenceinl g negative
Staphylococcus aureus absencein 1 g negative
Content GC
Alphs pinene 6.3 mg/ml 1o 154 mg/m| 7.2 mg/ml
1.8 cineole NLT 3.7 mg/ml 7.9 mg/ml
Menthol 3.0 mg/ml to 5.5 mg/m] 3.1 mg/ml ﬂ
Seneca Pharmaceuticals 8.6. - Nibianska 100 - 820 27 Hiohovec - Slovenské repubiika
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 DBSO, E-mail S2ANECAEPEANECA COM ~ www.SaRECa.COm

ICO. 46 833 323 - IC DPH: 5K2023509842 - Tatrabanka a.s. - £ 6 2920123416/1100

Gbchode} register Dicssndho sudu Terava Qddel 53 Viotka Bisls' 10009
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Certificate of analysis
Produet PINOSOL SPRAY
Product number 12500105 Batch LIMS HV 651743
Batch number 471118 Released quantiry 21 694 PACKS
Dosage strength 15 mg, 35 mg, 5mg, 10 mg, 0,3mgv1ml
Packaging size 10mi
Dosage form nasal spray Date of analysis 10.01.2019
Manufacture date 30.11.2018 Specification LSR-005405/08-140708
Expiry date 31.10.2020 Marketing authorisation
Importing country Russia No. LSR-005405/08
Thymol 0.255 mg/ml to 0.345 mg/m| 0.291 mg/ml
Content HPLC
a-Tocopherol acetate 13.5 mg/ml to 16.5 mg/ml 15.7 mg/ml
Conformity with the specification.

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

Manufacturiag 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: Holigkova I amslava

f anecy Phameachuiicals as

b Nitrianske 163
@ Saneea i 2627 Hisnov
e L Slovenska repealiks
i l(:O: §5 8334
: I¢ DPH SK2D2EBuE2 5h

Sanece Pharmaceuticals a.s. - Nilrfianska 1040 - 920 27 Hishovec - Slovensks Tepublika
Tel: {+421) 33 736 1111, Fax: (+421) 33 730 0890, E-maif SANECAE@sanaca.com ~ www Saneca com
ICO: 46 833323 - IC DPH: $K2023599842 - Tatrabarka 8.5. - & 4 292012341611 100

Dhehonny register Obramnitho iy Trove, Dbl Sy Viatha S 108017

compliance with GMP.

Release for sale

Quality control and release site:

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

Certified on: 10.01.2019




