AEKJIAPAIIHUSA O COOTBETCTBHUUA

JEKJIAPAHT, IPHUHUAMAIOIIUIH JEKJAPAIIAIO O COOTBETCTBHHA

AO "Canogu Poccun"

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yr. Teepckas, 0. 22. Teaeghon:8 (495) 721-14-00

B nuye: Ienepanvuutii dupexmop Adaman H.B.

Hosepennoe quyo: Knoxosa 10.C., doeepennocms 6/n om 01.12.2017

3ASBJAET, YTO

nexapemeennoe cpedcmeo.: Iunocon kammu nazamvnvie 10 ma |, aaron-xanensnuysr memmnozo cmexaa (1),
nauku kapmonnsie, PY Ne IT NO15768/03 om 11.01.2010 (dama nepeochopunenusn 02.06.2015) evidano
3enmusa a.c., cepusn 3080318, napmus 91900 ynaxosox, zoden do 28.02,.2021, npoussodcmea Canexa
Dapmacviomuxaic a.c., Croeayxas Pecnybauxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovee, Slovak Republic, koo OKII[2 21.20.10.251, koo TH B3 3004500002, keumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic No 9085285923 om 26.03.2018

COOTBETCTBYET TPEEOBAHUAM

ITNO15768/03-110110 usm. Ne 1-2

AEKJAPAITHA IIPUHATA HA OCHOBAHHH

npomokon ucnvimanui No 882 ¢ om 04.04.2018 HJT QOO0 HI] "®APMOFOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21 @140, Cepmugpuxam POCC SK. ©MO8.C10934 om 04.04.2018
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CBEJAEHHS O PETUCTPALIHU

OPTAH 10 CEPTUOHUKALINU, 3APETUCTPHPOBABHINN XEKJIAPAIIHIO

RA.RU 1 @MO8 OPI4AH 110 CEPTHOHKAIIIH HPONYKIJMH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYIKHOH IJEHTP KOHTPOJIS KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmupuxayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, 3, men.:(495)788-02-88, eeb-catim. oyxr.pe.

,I[EK.}IAPAIII/IH O COOTBETCTBHH 3APEIrUCTPUPOBAHA M POCC SK.dM08./196848
' PATTAM 04.04.2018
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SANOFI

Canexa dapmacsioTHkaic a.c., Cnosauxas PecnyGnnka
Hurpnancka 100, 920 27 Tnarogen

CEPTUOHKAT AHAJTM3A
Husocon, Kamad Hazaabupie 10 Mma
Cepusn: 3080318
Hata usrorosnenns: 14/03/2018

Tonen no: 28/02/2021

HIOTINO15768/03-110110

IIOKA3ZATEJHN HOPMBI PE3VJIbTATHI

Onucanue I1po3spaynas KHIKOCTE OT CHHERO 0 3¢7EHO- CoorsercTByeT
CHHETO LBET2 C MEHTONOBO-3BKATTMIITOBLIM
3anaxom.

Hopauanocers
- Spupnrie Macna (FKX) Rf (obpazua) = Rf (cranpapra) CooTBeTcTBYET
- o~Toxodeposa auerar (BOXKX) | Rf (obpasua) = Rf (cTanpapra) CoorseTcTBYET
- ['Baliasynen Maxkcumym npu 604 um + 2 um, wn npu 650 | CooTeercreyer
(cnexTpodoromeTprs) HM £ 2 HM M 720 HM % 2 um
OTHOCHTENBHASA NJIOTHOCTE 0,910 - 0,925 0,916
O0bEM CONEPKHMOr0O YN2aKOBKH He menee 10,0 M 10,0 mn
Muxpobronoruyeckas YHcTOTA Wsmenenne Ne 3. Kateropus 2 (T® XI) Cootsercryet
KonmuecTsennoe onpejesenne
C-NHHEH He menee 0,676 % 1,647 %
1,8 upneon (3BKanunToN) He menee 0,315 % 0,807 %
boprunanerar He menee 0,068 % 0,217 %
Menron He menee 0,369 % 0,413 %
Tumon He menee 0,029 % 0,032 %
byrunokcuannson Ot 0,0096 % 10 0,0144 % 0,0127 %
o-Tokodepona anerat Or 1,53 % 10 1,87 % 1,62 %

SAKJIIOYEHHME: CootBercTBYET TpeboBaHHIM CIEMMHKAIINK.

Hacrosimmm 4 noATRepxaalo, 4ro wudopmanms, NpehcTaBNeHHAas BBLIIE, SBASETCA NOLIHHHOK H
AOCTOBepHOH. [laHHas mapTHa npoAykTa Grina NIPOH3BE/ICHA, BIUIIOYAA YIIAKOBKY/MAPKHPOEKY H KOHTPOIb
KauecrBa, Ha YKa3aHHOM INPEANPHATHH(SX) B TIOJNHOM COOTBETCTBHM C Tpebosanmsimi Hamnexaineit
TipousBoacTeeHHON rpakTHkd (GMP) MecTHOrO KOHTpOIHpYIOMmErD OpraHa, a TaKKe O CreLHpHKALIHAMHY,
YKa3saHHbIMH B PerHcTpaLMOHHOM YAOCTOBEpPEHHM CTpanbLI-UMNIOpTepa ¥ (aivioM crneuuuKaluy 1s
HCCIIEAYSMEIX MEAMLMHCKHX TpenapatoB. OTYeTHl O NPOM3BONCTBE, YNAKOBKE M AHANH3E CEPHM GBUM
NPOBEPEHE! K NMPH3HAHEI COOTBETCTBYHOMIMMH Tpebobanmam GMP

Pemenne: Brmyimen 22/03/2018 YHoIHOMOYEHHOE THIO: F

AQ «Canotpy Pocoray
Aapec: 125008, Mockes, yn, Teepckan, 22. Ten.: (495) 721-1400. dake: {495) 721-1441. www.sanofi ru
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Certificate of analysis

Product PINOSOL ®
Product number 12004635 Barch LIMS HY 641713
Batch number 3080318 Released guantity 91900 PACKS
Dosage strength 0,17g, 0,05g, 0,002g, 0,1g, 0,3752g, 0,032¢/16 g
Dosage form nasal drops
Packaging size 10 ml Date of analysis 22.03.2018
Manyfacture date 14.03.2018 Specification P NO15768/03-110110
Expiry datre 28.02.2021 Marketing authorisation P NC15768/03
Importing counrry Russia No.
Test Limits Results
Appearance
Appearance elear liquid.blue to green-blue complies
colour with characteristic edour
of menthol and eucalypt
Identification
1.8 cineole concordance of chromatograms positive
Fenchon concordance of chromatograms positive
Alpha pinene concordance of chromatograms positive
Bornylacetate concordance of chromatograms positive
Butylhydroxyanisol concordance of chromatograms positive
Menthol concordance of chromatograms positive
Thymo} concordance of chromatograms positive
a-Tocoferol acetate - HPLC concordance of chromatograms positive
Guaiazulene maximum at 604 nm % 2 nm, positive
(spectrally) Tespect.650 nm £ 2 nm,720 nm
432 nm
Relative densiry 0.210 100925 0916
Fill volume of 1 package NLT 10.0 ml 10.0ml
Microbiological quality
- category 2 (GF 11}
Total aerobic bacteria and NMT 100 CFU/g 0 CFU/g
fungi
Enterobacteriaceae absence/g or ml negative
Pseudomonas acruginosa absence/g or ml negative
Staphylococeus avreus zbsence/g or mi negative
Content GC
Alpha pinene NLT0.676¢ % 1.647 %
L.8-cineole NLT0.315% 0.807 %
Bomylacetate NLT 0.068 % 0217 %

Saneca Pharmaceuticals a.s. - Nirianska 100 - 920 27 Hiahoves - Slovenska republika
Tel (+421) 33 736 1111, Fax: (+4211 33 730 0852, E-mall. SENeCA@SENera COMm - www. SaNece. Com

001 46 £33 323 - IC DPH SK2023509842 - Tatrabanka 8.8 ~€. G 2820123416/1100
Dichadng yepsler Ohrasnbhc sdda Tmove Oddie” Sp VioSka Hisiv 5069 17T
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Certificate of analysis

Product PINOSOL ®
Froduct number 12004635 Barch LIMS HY 641713
Batch number 3080318 Released quantity 91900 PACKS
Dosage strength 0,17g, 0,05g, 0,002g, 0,1g, 0,375 2g,0,0032g/10 g
Dosage form nasal drops
Packaging size 10 m] Date of analysis 22.03.2018
Mamifaciure date 14.03.2018 Specification P NO15768/03-110110
Expiry date 28.02.2021 Marketing authorisation P NO15768/03
Importing country Russia No.

Menthel NLT 0.369 % 0413 %

Thymol NLT 0.029 % 0.032 %

Butylhydroxyaniso] 0.0096 % to 0.0144 % 0.0127 %

Content HPLC
a-Tocoferol acetate 1.53% 10 1.87 % 162 %
Conformity with the specification.

I'hereby confirm that the above information is avthentic and accurate. This baich of product has been manufactured mcluding packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP,

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a5, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Centificate No ; SK/009V/2017

!
Certified by QP: FarkaSovd Emilia &ﬂ ;&/ Certified on: 22.03.2018
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Sanseca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichove - Siovensks republing

Tel {(+421) 33 736 1111, Fax: {+421) 33 730 0830, E-mail: saneca@saneca.Com ~ Www Saneca com

80 45 833 323 - 1€ DPH: SK2023585642 — Tatrabanke a5 - ¢ U 2820123416/1100
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