AEKJIAPALIS O COOTBETCTBUHA

1 AEKJIAPAHT, IIPHHUMAIOI I JTEKJIAPAIMIO O COOTBETCTBHH

AO "Canoghu Poccus”

3apecucmpupocaro : Mexpaiionnas uncnexyus MHC Poccuu No39 no 2 Mocxee OI'PH | 027739079940 om
19.08.2002

Aopec: 125009, & Mocksa, yr. Teepexas, o. 22. Teneqpon:8§ (493) 721-14-00

B nuye: Fenepanenviii oupexmop Adavan H.B.

Hosepennoe auyo: Knoxosa FO.C., dosepennocns 6/ om 01.12.2017

3ASBJBIET, UTO

Aexapemeenoe cpeocmeo: Iunocon, eapeti nazarouii 10 ma, aarons: memuozo CIERAA, CHADNCEHHbIE
HACOCOM-003aMOPOM ¢ AOANMEPOM NOO Hazavlioe enpsicKusanue (1 ), nauxu kapmonnsie, PY Ne
JICP-005405/08 om 14.07.2008 (dama savens: 20.12.201 7) evioano AQ "Canoghu Poccus’”, cepun 280618,
napmus 21334 ynaxosox, 200en do 31.05.2020, npouzeodemea ITAQ "Papmax”, Vepauna, 04080, 2. Kues, ya.
QOpynze, 0. 74, / Canera Capmacviomuraic a.c., Croeayras Pecnybauxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, ko0 OKILI2 21.20.10.251, k00 TH B34 3004500002,
xomparm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085302241 om 10.08.2018

| COOTBETCTBYET TPEEOBAHHUSIM

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

' AEKJAPAHNMS IIPUHSITA HA OCHOBAHHUH

| npomoxon ucnstmanuy Ne 2408 0 om 21.08.2018 HJI OO0 HI] "PAPMOLOPOHA", ammecmam
axkpeoumayuu POCC RU.0001.21 040, Cepmugpuxam POCC SK.OMO8.C21324 om 22.08.2018

Ay

JATA T PHTSITHS A EKIAPAILHN 22.08.2018
JURTAPALLIST IEIE
Knoxkosa 10.C.
U0

CBEJEHUS O PETUCTPAIINU

OPTAH IIO CEPTUPUKAILIUN, 3APETUCTPUPOBABII Mt JAEKJIAPAITHIO
RA.RUIIDMO8 OPTAH 110 CEPTHOHKALIHH HPONVKIHH OFIIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYXXHOH HEHTP KOHTPOIS KAYECTBA "
adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I kom. I, aopec opeand o
cepmucpurayuu: 115280, POCCHA, zopod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
Il caiim: oyxr.pgh.
JAERJIAPAIIHA O COOTBETCTBHH 3APETACTPHPOBAHA N POCC SK. DMO8. /110934
| JATAPE; »ﬂ@%ﬁAHHIfI 22.08.2018
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SANOFI

Canexa ®apmacbioTHRanc a.c., Cropaukas Pecnybituka
Hutpnasncka 100, 920 27 T'narogen

CEPTHOUKAT AHAJIM3A
HHUHOCOJI, enpeii 10 ma

Cepus: 280618

Hara nzroroenenns: 28/06/2018
Tonen no: 31/05/2020
HJ: JICP-005405/08-140708

IIOKA3ATEIHN HOPMBI PE3YJIbTATHI

Onncanne Ipo3spaunas GecuseTHas wiu co crierxa CooreercTryer
JKE€NTOBATHIM  OTTEHKOM  MacisHUCTas
HHIAKOCTH CO CHIEIHGHYECKHM 2aITAXOM.
Hoaanuzocrs
a-ITanen Bpems ynepxusanns (Rf) Coorrercrryer
Jumonen Bpems ynepsusanus (Rf) CoorpercTayer
1,8 Iluueon Bpems ynepsxusanns (Rf) CootserctByeT
Mewnron Bpewms ynepskusanus (Rf) CoorgerctByer
Tumon Bpems ynepxusanua (Rf) Cooreercrryer
®exxoH Bpewms yaepsxusauus (Rf) CoorserctByer
CocHb! ropHoit Macno Bpems ynepsxusanua (Rf) CootgetctByeT
JBKAIRITOBOE MACIO0 Bpems yaepiueamus (Rf) CooreercrryeT
MsThl Macio Bpema ynepxasanus (Rf) CooTgeTcTryer
Kanposorag kucnora* Bpema ynepsxusanus (Rf) Cootsercrayer
Kanpunosas kucnora* Bpems ynepxusarus (Rf) CootsercrByeT
Kanpunosas kucnora* Bpems ynepausanus (Rf) CoorercTryer
Jlaypunoras kucnora* Bpems yneprxusanns (Rf) CooTsercTRYET
Mupuctunosas xucnora* Bpems ynepsxusauus (Rf) Coorsercrayer
Toxodepoina auerar (BIKX) Bpems yaepxusanus (Rf) Cooreerctnyer
HaorHocrs Ot 0,930 r/es® o 0,960 ricm’ 0,942 ricm®
Hoxazarens npeaemienus Ot 1,440 no 1,452 1,451
Hpounert Bbixoaa conepxumoro ynakopin | He menee 95 % 100 %
Cpeanng Macea npenapara B 1 jjo3e Or0,09r 000,14 r 0,i0r
Kucaornoe yncao He 6onee 0.5 mr KOH/r : 0,05 mr KOH/r
O6nem coaepxamoro 1 ynakopkn Or 9,5 Mt 1o 10,5 Mn 10,1 ma
Muxkpobnosoruyeckan uncrora Karteropus 2, I'® XII, usm. 3 CootsercTRYET
Konnuecrsennoe onpenenenne THX :
o-ITunen Ot 6,3 Mr/ma go 15,4 mr/mn 7.9 Mr/mn
1,8 LHuneon He menee 3,7 mr/mi 8,8 mrimm
Meunron Or 3,0 Mr/mn 1o 5,5 Mr/mn : - 3,1 Mr/MA
Tumon Ot 0,255 mr/ma 1o 0,345 Mr/Ma 0,289 mr/mn
Tokodepona anerar BAXKX Or 13,5 Mmr/Ma 1o 16,5 Mr/mn : 14,5 Mr/mn
3armouenne: CootrercTayer CeHpUKaLHHI, '

* HopMHPORaHHE HAHHOTO JIOKasaTens He TipeiycMaTpupaercs B HJI (KOMIOHEHTHBIH COCTAB MKHPHBIN
KHCIIOT).

YKasaHuas cepus NPOJYKTa (IPOMIBEACHA, BKTOYAS YTIAKOBKY H Bbmycxa}omgg»
MOTHOM COOTBETCTBHH C TIPABMIAMH HaLIekameN IPOH3BOACTBEHHON TIPAKTHKHM npgh
cpencte (GMP) u nefictByioumMu TpeGoranusmu YTBEPXKIEHHOMH cneundurauun. £
1 KOHTpOne Ka4ecTBa ObUTH MOJydYeHb! H OLEHEHBI, KAK IOTHOCTLIO coomerc*my@'xﬁﬁw

t’\;‘ Sanofi R
Pemenne: Brmyinen 25/07/2018 YnonromoueHHoe uno: Holick g

AQD «CaHotu Pocouan
Aapec: 125009, Mockss, yh, Taepckas, 22, Ten.: (485) 721-1400. daxc: {485) 721-14491. www.sanofi.ru
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Certificate of analysis

Saneca

Pharmaceuticals

Product
Product nimber

Buatch mamber

Dosage strengih

PINGSOL SPRAY
12500105 Barch LiMS i 6465
280618 Released guantizy

15 mg, 35 mg, Smg, 10 mg, 0.3meviml

21 334 PACKS

12

Packaging size 10 ml
Dosage form nasal spray Dtz of analysis 25.07.2018
Manufacture date 28.06.2018 Specification LSR-005405/08-140708
Expiry date 31.05.2020 Marketing ewthorisation
Importing country Russia No, LSR-005405/0%
Test Limits Results
Appearance T
Description transparent,colourless or slightly complies
yellow oil liquid with specific
adour
Identification
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 posiive
Eucalyptus oi) concordance of chromatograms positive
Peppermint oil concordance of chromatograms positive
Caproic acid concordance of chromatograms positive
Caprylic acid concordance of chromatograms positive
Capric acid cencordance of chromatograms positive
Lauric acid concordance of chromatograms positive
Myristic acid concordance of chromatograms positive
a-Tocoferol acetate - HPLD concordance of chromatograims positive
Density 0.930 g/em3 to 0.960 g/em3 0.942 g/em3
Refractive index 1.440 to1.452 1.451
Fill weight of 1 package NLT 95 9% 100 % e
Average weight of | dose 0.09gt00.14 ¢ G.10g fg’
Acid value NMT 0.5 mg KOH/g 0.05 mg KOH/g LRy

Saneca Pharmaceuticals as. - Nitnanska 100 -
Tel (#4215 33 736 1111, Fax: {+421} 33 730 0890, E-mai s
I& DPH SKZ023599842 — Tatrabanka a5 ~& 0 2B2012341611100

IC0 48 £33 325 .

920 27 Hichovec - Slovenska republika

Obetexiny rvander Okigsnshe ik Trravs Ol Sz Wik Hya 16507

aneca@sanece COM ~ Www Saneca.Lom
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Certificate of analysis

Saneca

Pharmaceuticals

Product PINOSOL SPRAY
Product munker 123500185
Batch number 280618

646512
21 334PACKS

Barch LIMS HY
Released quantizy

Dosage strength 15 mg, 35 mg, 5 mg, 10 mg, C3mgv 1 ml
Pockaging sie 10ml
Dosage form nasal spray Date of analysiy 25.07.2018
Muanyfacture date 28.06.2018 Specification LSR-0035405/08-140708
Expiry dare 31.05.2020 Marketing authorisation
Importing country Russia No. LSR-005405/08
Fili volurte of 1 package 9.5 mito 10.5 ml 10.} m!
Microhiological quality
GF XI3, part 1, p. 160, category 2
Total acrobic bacteria and NMT 100 CFU/g 10 CFU/g
fungi
Enterobacteria and some NMT 10 CFLi/g 0 CFU/
species gram-negative bacteria
Pseudomonas aeruginosa absencein 1 g negative
Staphylococcus aureus absencein i g negative
Content GC
Alpha pinene 6.3 mg/ml fo }5.4 mg/mi 7.9 mg/ml
1.8 cineole NLT 3.7 mg/m] 8.8 mg/mi
Mentho! 3.0 mg/mlto 5.5 mg/ml 3.1 mg/ml
Thymol 0.255 mg/ml 10 0.345 mg/m} (.289 mg/mi
Content HPLC
a-Tocaphero! acetate 13.5 mg/m] w0 16.5 mg/ml 14.5 mg/m)

Conformity with the specification,

1 hereby confirm that the above information is authenti

¢ and accurate, This batch of

product has been manufactyred including packaging

and quality control at site fuily operating in compliance with EU GMP, the requirements of focal Regulatory Authority and the
marketing authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

Manufacturing 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: Hoﬁékogg’ Jar}os]a&a
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$Saneca Pharmaceuticals a.s. - Nitrianska 100 . 920 27 Hichovec - Slovenska republikg
Tel (+421) 33736 1111, Fax (+421) 33 730 0890, €-mail 5anecaESaANEsa com ~ waw.Saneca Con ;
IE0 45 853323 . & DFH $K2022599842 - Tawabarka as - & ¢ 2920123416/1100

Deonedey tagistel DRIaENBhe sigu Troava Dade! §3 Viotag fsin R

compliance with GMP,

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlokovee, Slovak republic

Authorisation number: VL 0597132

GMP Certificate No : SK/A009V/2017

Certified on:




