JEKJAPAIIMSI O COOTBETCTBHI

JEKJIAPAHT, DPHHHMAIOIWIA AEKIAPALIHIO O COOTBETCTBHH

AO "Canogpu Poccus"

3apezucmpuposano : Mecpaiionnan uncnexyun MHC Poccuu Ne39 no 2 Mocxee OTPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Teneghon/Gaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnulii dupexmop Adaman H.B.

AHoeepennoe nuyo: Cmenanoe C.C., dosepennocnte 6/m om 01.12.2017 2.

SASIBIASET, UTO
Aexapemsennoe cpedemso: Hunocon, cnpeii nasanvnoti 10 ma, raxonst memuozo cmexaa, CHABMCEHHbIE

HACOCOM-G03GMOPOM C GOaNMepoM nod HasarbHoe enpuickusanue (1), nauxu xapmonneie, PY Ne
JICP-005405/08 om 14.07.2008 (dama sament 20.12.2017) ewidano AO "Canoghu Poccus”, cepun 290618,
napmus 20374 ynarosor, zoden do 31.05.2020, npoussoocmea ITAO "@apmax”, Vikpauna, 04080, 2. Kueas, .
Ppyuse, 0. 74, / Canexa Capmaceiomuxanc a.c., Crosayxas Pecnybuxa, Saneca Pharmaceuticals a.s.,

: Nitrianska 100, 920 27 Hlohovec, Siovak Republic, koo OKII2 21.20.10.251, xod TH B3 3004500002,
| xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085307034 om 24.09.2018

COOTBETCTBYET TPEFOBAHMSM
JICP-005405/08-140708 (H 42-13611-05 uzs. No 1-6)

AEKJAPAITAA TIPUHSITA HA OCHOBAHUH
npomokon ucnermanuti Ne 2825 0 om 03.10.2018 HJT OO0 HI[ "®APMOBOPOHA" ammecmam

axxpecumayuu POCC RU.0001.21 DJI40, Cepmugpuram POCC SK. ®MO8.C24184 om 03.10.2018

HAATA IIPUHATAA JEKNAPAIIAH 03.710.2018
: h}_‘}EflC'I'BI/ITE.JII;HA R0 31.05.2020
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CBEJEHUS O PETHCTPAIIIA

OPTAH I10 CEPTHOMKAINN, 3APETHCTPUPOBABIN AL JEKJIAPAITHIO

RA.RU. 11®OM08 OPTAH 110 CEPTHOHKAIIHH ITPOJVKI[HH OFIIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBFO "OKPYXXHOH IJEHTP KOHIPOJLT KATECTBA",

adpec opzanuzayuy. 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, am. 5, nom. L wom. 1, adpec opeana no
cepmudurayuu: 115280, POCCHA, 2opood Mockea, yn. Macmeprosa, 0. 4, am. 5., men. :{495)788-02-88, eeb-
caiim; oyKkK.po.

AEKJIAPATTHIA O COOTBETCTBHM 3APEI'MCTPHPOBAHA M POCC RU A-SK. OM0O8.A.02890/18
JATA PETUCTPAIINMN 03.70.2018
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Ny Hunenxo U.B.
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SANOFI

Caneka ®apmaceroTHkanc a.c., Ciogalixas Pecriybnuxa

Hurpuancka 100, 920 27 'naroeen

CEPTH®HKAT AHAJIM3A

HUHOCOJ, cnpeii 10 ma

Cepug: 290618
Jata msrorosnenns: 29/06/2018

I'onen jxo: 31/05/2020
HJI: TCP-005405/08-140708

MOKA3ATEJIA HOPMBI PE3YJIBTATHI

Onucanue IIpo3pauHas OecupeTHas uau co cierxa | CooTBeTcTByeT
JKENTOBATBIM  OTTEHKOM  MaC)ISHUCTas
MHAKOCTE CO CIEUN(HYECKHM 3anaxoM.

flonaupanoCTE
a-[uHen Bpems yaepkusanua (Rf) CoorsercTByeT
JiumMonen Bpems yaepxupanus (Rf) CooTBeTCTBYET
1,8 Huneon Bpems yaepxuanna (Rf) CooTBeTCTBYET
MeHroan Bpems yaepausadus (Rf) CooteercTBYET
Tumon Bpems yaepxupanus (Rf) CoorsetcTByeT
DeHsoH Bpems yaepuusanusa (Rf) CoOTBETCTRYET
CocHb! ropHoii Macao Bpema yaepxupanua (Rf) CoorsercTByeT
IBKAUNTOBOE MACIIO Bpewmsa yaepkusanns (Rf) CooTBeTCTRYET
MarTb! Macio Bpemsa yaepxusannn (Rf) CooTBeTcTBYET
Kanpoxosas kucnora* Bpemsa ynepxunsanus (Rf) Cooteercrayer
Kanpunoeas kucnora* Bpems yaepaasanus (Rf) CooTBeTcTRYET
Kanpunosas kuciora* Bpems yaepxuranua (Rf) CooTBETCTRYET
JNaypunosas kucnoTa* Bpems yaepxusanns (Rf) CooTeeTcrByeT
MupuctuHOBas kucnora* Bpems yaepxupanus (Rf) CooteetcTRYET
Tokodepona aerar (BOXKX) Bpems ynepxkusanus (Rf) CooTREeTCTBYST
MNaoTHocTs Ot 0,930 r/em® 10 0,960 r/eam’ 0,942 r/em’
TIokazaTenn npenoMieHus Or 1,440 po 1,452 1,452
IlponeHT BBIXOAA copepxamore ynaxkosxky | He menee 95 % 100 %
Cpexnsin macca npenapata B 1 no3e O10,09r n00,14r 0,091
Kuciaornoe yucio He Gonee 0,5 mr KOH/r 0,07 mr KOH/r
Q6bem conepanmoro 1 ynakoBkH O19,5 Mmn go 10,5 Mn 13,1 ma
MukpoGnoaoraueckas YHCTOTA Kareropus 2, I'® X1, m3m. 3 CooTseTcTRYET
KoanuecrBennoe onpenenenne KX
o-ITunen O1 6,3 mr/mi 1o 15,4 mr/ma 7,7 mr/Ma
1,8 Liuneon He menee 3,7 mr/ma 8,4 Mr/mn
MeHTon Ot 3,0 mr/ma 10 5,5 Mr/Mn 3,2 mrima
Tumon Ot 0,255 mr/mn o 0,345 mr/mn 0,301 mr/imn
Tokodepona auerar BIXKX Ot 13,5 Mr/mn o 16,5 mr/mn 14,4 Mr/mMn

3axaiouenne: CooTeeTCTBYET CrieUHbHUKALNH.

* HopMmupopanye maHHOrO nokasatesns He npeaycMarpupaercs B HJl (KOMIOHEHTHBIE COCTAB XMPHBIX

KHCJIOT).

Vkazannas cepHa NpOAYKTa MNPOU3BEIEHA, BKIOYAA YIIAKOBKY M BbUIYCKAIOWMH KOHTPOJIb KAUYECTBA, B
NOJIHOM CCOTBETCTBHH C NIPABUiIaMHA HaAJlekKallei poH3BOACTBEHHOMN NPakTHKH NPOX3RO/ICTEA JICKAPCTRBEHHBIX
cpeacts (GMP) u aefcTBYIOIIMME TpeDoBaHNAMH YTBepxAeHHOH cnendrkauny. OT4HeThl O BBITYCKE, YIAKOBKE
H KOHTPOJIE KaueCcTBa ObLIH MOJMyYeHbl H OLIEHEeHbI, KaK TOIHOCTLIO COOTBETCTRYIOIKE Tpeboranuam GMP.

Pemenne: Bemymen 25/07/2018

YaonaoMouennoe nuito: Holickova Jaroslava

AQ «Carotpu Poccuss

Adpec: 125009, Mocksa, yn. Teepckas, 22. Ten.: (495) 721-1400. @akc; (495) 721-1411. www.sanofi.ru




Page 1 of 2

T
P!

Certificate of analysis

Saneca

harmaceuticals

Product

Product number 12300108

Ratcdr member 290618

Dosage strength

10 ml
nasal spray
20.06.2018
31.05.2020
Russia

Packaging sice
Dosage forn
Manufactuie daie
Fxphy date
Inporting country

PINOSOL SPRAY
Batch LIMS 11V

Released quantity

13 mg, 35 mg, 5 mg, 0 mg, 0.3 mgv i ml

Duate of analvsis
Specification

646514
20374PACKS

25.07.2018
LSR-0D05405/08-140708

Marketing authorisation

No,

L.SR-005405/08

Test

Appearance
Description

Ldentification
Alpha pinene

Limonene
1.8 cinevle
Menthal
Thymol
Mountain pine oil
Eucalyptus oil
Peppermint oil
Capreic acid
Caprylic acid
Capric acid
Lauric acid
Myristic acid
a-Tocoferol acetate - HPLC
Density
Refractive index
Fill weight of 1 package

Average weight of 1 dose
Acid value

Limits

transparent,colourless or slightly
yellow oil liquid with specific
odour

concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
concordance of chromatograms
0.930 gicm3 to 0.960 g/em3
1.440 10 1.452

NLT 95 %

0.09gt00.14 ¢
NMT 0.5 mg KOH/g

Results

complies

positive
posilive
positive
positive
positive
positive
positive
positive
positive
positive
posiiive
positive
positive
positive
0.942 g/em3
1.452
100 %5

09¢g
0.07 mg KOH/g
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Certificate of analysis

Product PINOSOL SPRAY
Product number 12500103 Batch LIAIS HU 646514
Baich nuember 200618 Released quantity 20374 PACKS
Dosage strength PSme, 35 mg. Sme. 10me, 03me v I ml
Packaging size 10 ml
LDasuge form nasal spray Dare of analysis 25.07.2018
Manufacture dure 26.06,2018 Specification LLSR-005405/08-140708
Ixpivy date 31.05.2020 Murketing authorisation
Importing counbry Russia No. LSR-003405/08
Fill volume of 1 package 9.5 mlto 10.5 ml 10.1 ml
Microbiological quality
GF X1, part 1, p. 168, category 2
Total aerobic bacteria and NMT 100 CFU/ig 0CFU/g
fungi
Enterobacteria and some NMT 10 CFU/g 0 CFuig
species gram-negalive bacteria
Pseudomonas aeruginosa absencein | g negative
Staphylococeus sureus absencein 1 g negative
Content GC
Alpha pinene 6.3 mg/ml to 15.4 mg/m! 7.7 mg/ml
1.8 cineole NLT 3.7 mg/mi 8.4 mg/ml
Menthol 3.0 mg/mlto 5.5 mg/m] 3.2 mg/ml
Thymol 0.235 mg/ml to 0.345 mg/n} 0.301 mg/ml
Content HPLC
w-Tocopheroi acetate £3.5 mg/ml to 16.5 mg/mi 14.4 mg/ml
Conformity with the specification.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufaciured including packaging
and quality control at site fulty operating in compliance with EL GMP, the requirements of 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 reiease site:
Farmak .63 Frunze Sir. Saneca Pharmaceuticals a.s. Nitrianska 100
Kiev, 04080, Ukraine 920 27 Hiohovec, Slovak republic
Aulorisation number:  AE Ne 637430 of 07.04.2015 Authorisation number :  VE 059/13.2
GMP Certificate No:  Ne 020/2016/SAUMP/ GMP GMP Cenificate No : SKA00V/2017
Certified by QP: Hoiiéifvé Jaroglava Certified on: 25.07.2018
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