AEKJIAPALIASI O COOTBETCTBHUUA

AEKJIAPAHT, IPHHUMAIOIHAA JEKJAPAIIMIO O COOTBETCTBHHA

AO "Canoghu Poccun"

 3apezucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00

B auye: I'enepanenerii Oupexmop Adamsan H.B.

Hosepennoe nuyo: Knoxosa 10.C., dosepennocmv 6/m om 01.12.2017

3AABJSIET, UTO

Aexapcemeennoe cpeocmeo: Iunocon xannu nazaneusie 10 M, paaxon-xanensnuys mesHo2o cmexna (1),
navry xapmonneie, PY Ne II NO15768/03 om 11.01.2010 (dama nepeogpopmnenus 02.06.2015) evidano
3enmusa a.c., cepun 3070318, napmus 91900 ynaxosox, coden do 28.02.2021, npouseodcmea Canera
Papmaceriomukanc a.c., Cnosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovee, Slovak Republic, ko0 OKII2 21.20.10.251, kod TH B3/ 3004500002, KOHmpaxm No
230/40056192/F-2 om 20.10.2010, uneoiic Ne 9085285923 om 26.03.2018

COOTBETCTBYET TPEGEOBAHUAM
ITNOI5768/03-110110 uzm. Ne 1-2

AEKJIAPAITHS ITPUHATA HA OCHOBAHUN
hpomoxoi ucnbimanuti Ne 881 0 om 04.04.2018 HJT OO0 HL] "@APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJT40, Cepmugpuram POCC SK. ®MO8.C10933 om 04.04.2018
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CBEJIEHMSI O PETUCTPALUM

OPT'AH IO CEPTH®HKAIINH, 3BAPEIUCTPUPOBABIIHIA JTEKJIAPAITHIO
RA.RU.1IPMO8 OPIAH ITO CEPTHOHKALHH ITPONYKIIHH OBIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH EHTP KOHTPOJIST KAYECTBA",

adpec opzanwzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzand no
cepmugpuxayuu: 113280, 2. Mocksa, yn. Macmepxoea, 0. 4, 5, men.:(495)788-02-88, ge6-catim: OYKK. pah.
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SANOFI

Caneka ®apmacsrotukanc a.c., Crioeamkas Pecirybnnka
Hurprancka 100, 920 27 Tnarosen

Cepns: 3070318

CEPTHOMKAT AHAJIV3A

Hunocon, Kamwim nazaanieie 10 Ma

HMara usrorornenna: 13/03/2018

Iozen no:

HITINO015768/03-110110

28/02/2021

HOKA3ATEIN HOPMBI PE3YILTATHI

Onncanne 11pozpaunas XKIKOCTE OT CHHErO A0 3¢hCHO- CooteercTRyeT
CHHETO 1BETA ¢ MEHTOJIOBO-3BKAIHIITOBHIM
3anaxoMm.

Hoaaunnocrs
- DgupHne Macia (THX) Rf (06pasnia) = Rf (crannapra) CootsetcrayeTt
- a-ToKodepona auerar (BOXX) | Rf (o6pasua) = Rf (cTanzapra) CoorseTcTRYET
- I'patiazynen Makcumym 1pu 604 um + 2 HM, 1y npu 650 | CoorBeTcTayer
(cnexTpodoromeTpus) HM = 2 M M 720 HM = 2 1m
OTHocuTeNbHAS TIOTHOCTD 0,910 - 0,925 0.916
O0nbeM cOnepRUMOTO YITaKOBKH He menee 10,0 ma 10,0 mn
MuxpoGuonoruyeckas uncrora Hsmenenue Ne 3. Kareropus 2 (T® X1) CootsercTByeT
Koauyecrsennoe onpegeenne
O~FIMHEH He menee 0,676 % 1,745 %
1,8 unneon (3sKamunron) He menee 0,315 % 0,961 %
Bopuunauerar He menee 0,068 % 0.211 %
Menrton He Menee 0,369 % (0,422 %
Tumon He menee 0,029 % 0,031 %
Bymunokcnanuson Ot 0,0096 % 10 0,0144 % 0,0125 %
a-Toxo(epona anerar 071,53 % 10 1,87 % 1,60 %

3AKJIIOYEHUE: CoorserctByeT Tpeforanmam crenupEKanuy.

HacrosmuM s noareepacnaio, uto MHpOPMALIMS, npeACTABNCHHAS BBIIE, ABAAETCA NOANUHHON H
AocToBepHOH. [lanRan napTus nponykra Obina NpousBefena, RKTOUas YNAKOBKY/MAPKUPOBKY M KOHTPOIb
KaueCTBa, HA YKa3aHHOM NPEANPHATHH(AX) B TOJHOM COOTBETCTBHH C TpeboBannaMu  Hapaexawmeit
NPOM3BOACTBEHHOH npakTHrK (GMP) MecTHOTO KOHTPONHPYIOILEro Oprata, a TaKoke co CrielMpuKaLMaMu,
YKa3aHHRIMB B PerncrpaunoHHOM ynoctoBepeHun CTPaHRI-UMNIOpTepa WNy (aiiioM crnieusduKanuy s
HCCHENYEMBIX MEAMUMHCKHX mpenapaToB. OTY4eTs! O NPOMIBOACTRE, YHAKOBKE W aHANM3C cepur Buinm
TIpOBEPEHE! U TIPH3HAHEL COOTRETCTBYIOMNMY TpeboBanuam GMP

Pemenue: Bemymmen 21/03/2018
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Certificate of analysis

Sanecs

Product PINOSOL ®
Product number 12004635 Bawch LIMS HY 641712
Batch number 3070318 Released quantity 51900 PACKS
Dosage strength 0.17g.0,05g. 0,002g, 0,1g. 0,3752g, 0,0032g/10 g
Dosage farm nasal drops
Packaging size 10 m] Dare of analysis 21.03.2018
Manufacture date 13.03.2018 Specification P N015768/03-110110
Expiry date 28.02.2021 Marketing aithorisation P N0O15768/03
Importing country Russia No.
Test Limits Results
Appearance
Appearance clear liquid,blue to green-blue complies
colour with characteristic odour
of menthol and eucalypt
Edentification
1.8 cineole concordance of chromatograms positive
Fenchon concordance of chromatograms positive
Alpha pinene concordance of chromatograms positive
Bomylacetate concordance of chromatograms positive
Butylhydroxyanisol concordance of chromatograms positive
Menthel concordance of chromatograms positive
Thymol concordance of chromatograms positive
a-Tocoferol acetate - HPLC concordance of chromatograms positive
Guatazulene Fnaximum at 604 nm 4 2 nm, positive
(spectrally) respect.650 nm % 2 nm, 720 nm
+ 2 nm
Relative density 0910 t00.925 0.916
Fill volume of I package NLT 16.0ml 10.0 m}
Microbiological quality
-category 2 (GF 11)
Tolal acrobic bacteria and NMT 100 CFU/g 0 CFU/g
fungi
Enterobacteriaceae absence/g or mi negative
Psendomonas aeruginosa absence/g or ml negative
Staphylococcus sureus absence/g or ml negative
Coatent GC
Alpha pinene NLT 0.676 % 1.745 %
1.8-cineole NLTO315% 0.961 %
Bornylacetate NLT 0.068 % 0.211 %

$aneca Pharmaceuticals a.5. - Nitianska 105 - 920 27 Hichovec - Slovenska republika

Tel: (+421) 33 736 1115, Fax: (+421) 33 730 0820, E-mall SaNecagsaneca.com - www.Saneta com

150 45 853 325 - 1 DPH: SK2023568847 - Tatrabankz a.s ~ £ 1@ 2820123416/1100
Obofdy repiste: DRrpsndln siou Tmeva. Gddiel Sa VIoths tsic 1BG0HT

Pharmaceuticals
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Certificate of analysis

Saneca
Pharmaceuticals

Product PINOSOL ®
Product menber 12004635 Batch LIMS HV 641712
Baxch number 3070318 Released quantity 91900 PACKS
Dosage strength 0,17g, 0,05g, 0,002g, 0,1¢, 0,3752¢, 0,0032g/10 g
Dosage form nasal drops
Packaging size 10 m! Date of analysis 21.03.2018
Manufacture date 13.03.2018 Specification P N015768/03-110110
Expiry date 28.02.2021 Marketing authorisation P NO15768/03
fmporting country Russia No.

Mentho! NLT 0.369 % 0422 %

Thymol NLT 0.6820% 0.031 %

Buiylhydroxyanisol 0.00%6 % t0 0.0144 % 0.0125 %

Content HPL.C
a-Tocoferol acetate 1.53%to 1.87 % 1.60 %

Conformity with the specification.

Vhereby confirm that the above information is authentic and acc
and quality control at site fully operating in compliance with

urate. This batch of product has been manufactured including packaging
EU GMP requirements, the local Regulatory Autherity and the marketing

authorisation of the importing country. The baich processing, packaging and analysis records were reviewed and found to be in

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
%20 27 Hlohovec, Siovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified by QP:

compliance with GMP,

Release for sale

Quality control and release site:

Holiékovjé Jaroslava Certified on:

S Al

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hishoves - Slovensks republika

Tel {+421)33 736 1111, Fax: (+421)33 730 0B850, E-mait. saneca@saneca.com WWW_SANera.com

100, 45833 323 - IC DPH. SK2023599842 - Tatrabarka as - 4 20201234161 100
Oterodny Yeyrder Chrosnidn widu tmayvs. Odue! Sa, Viskie Szl 1066177

Saneca Pharmaceuticals a.s, NitGanska 160
920 27 Hlohovec, Siovak Republic
Authorisation number ; VL 059/13-2
GMP Certificate No : SK/009V/2017

21.03.2018




