JAEKJIAPAIINSA O COOTBETCTBHUM

JAEKJIAPAHT, IPHHUMAIOIIH AEKJAPAIITHIO O COOTBETCTBHH

AQ "Carnogu Poccus”

3apecucmpuposano : Mexcpationnas uncnexyua MHC Poccuu Ne39 no 2. Mocrkee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockaa, ya. Teepckan, 0. 22. Teregpon.8 (495) 721-14-00

B nuye: I'enepanvuutii oupexmop Adaman H.B.

Hosepennoe nuyo: Knoxosa F0.C., dosepennocms 6/u om 29.01.2016 2.

3AABJAET, YTO

Aexapcemsennoe cpedemeo. Hunocon mase nasanvrnasn 10 2, my6v amomunuessie (1), nouru xapmonnste, PV No
T NO15768/02 om 15.07.2009 (0ama nepeohopmnenus 02.06.2015) svrdano 3enmusa a.c., cepus 2020617,
napmus 33880 ynaxoeok, 200en do 31.05.2019, npouseodcmea Canexa Dapmacviomuranc a.c., Crosayxas
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIJ2
21.20.10.251, koo TH B 3004500002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uncoiic Ne
9085252976 om 20.06.2017

COOTBETCTBYET TPEEOBAHUSM

C ITNQ15768/02-150709 uam. No 1

JEKJTAPAITUSI ITPUHSITA HA OCHOBAHUU

npomoxon ucnetmanuti Ne 1574 0 om 27.06.2017 HJI QOO0 HI] "ODAPMOEOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC SK. @MO8.C88772 om 27.06.2017
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TATA TIPHHSITAS] AEKIAPAIIAH 27.06.2017

e ATIHS AEHCTBUTENBHA JIO 31.05.2019
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CBEJEHHS O PETUCTPAIINHN

OPI'AH 1O CEPTUPHUKALINN, 3APETUCTPUPOBABHINH JEKJIAPALTHIO

RA.RU.11OMO8 OPTAH 110 CEPTHOHKAIHH [TPOLYKIHHE OFL]ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA”, adpec opeanuzayun: 105062, Poccus,
2. Mocksa, @ypmannwiil nepeynox, 10, 1, adpec opzana no cepmugbuxayuu: 115280, Poccus, 2. Mocksa, yi.
Macmepxosa, 4, 5, men.:(495)788-02-88, geb-caim: oyxx.pep.
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IlEKJIAPA_J_,[IjIH O COOTBETCTBHU 3APEIHCTPUPOBAHA Ne POCC SK. DMO8. /{66480
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- Canexa DapMacklOTHKANC a.c., ClloBankas Pec

B nybauka
Hurpuasicxa 100, 920 27 Inarosery §

Tlunocon, Mmassk Hazagbnag 10 1

Jarta usroroenenus: 05/06/2017 SREES RN e
l'ozen mo: 31/05/2019 AR : R e
Cepusi: 2020617 B e

HA: P N015768/02

ITOKA3SATEJIA HOPMBI PE3YJIBTATBI

Omicanne IIpospaunas Mase Georo 11BeTa ¢ 3anaxoM CooTBeTcTBYET
bduprbix Macen.

Macea cogepanmoro 1 ynakosxkn He menee 10,0 r 104r
ITonnnunocTes
- bopuunanerar Bpems yaepxuranna (Rf) Cootsercrsyer
- 1,8 unbeon (oBkanuTon) Bpems yaepiusanus (Rf) Coorsercrayer
- Menron Bpems ynepsxyisanug (Rf) CooreercTryer
- Tumon Bpemsa yaepaueanng (Rf) Cooteercrayer
- Toxodepona anerar (BDXKX) Bpewmst yaepxusanus (Rf) Coorsercreyer
Kucaornoe uneao e Gonee 5,0 mr KOH/r 3,9 mr KOH/r
pH (paktnyeckas xMcA0THOCTD) Ot 4,0 5o 7,0 4.6

I onnuecTBEnHOC cojicpxranne

- Toxodepoaa auerar OT1 2,597 % no 3,174 % 2,898 %
- S¢upHEIe Macna He menee 11,0 % 11 %
Mukpo6Honoraueckas ancrora "D XTI, Mamenenne No3, Kareropus 2 Coo'rBe'rcu‘};ycT

3AKJIIOYEHME: Coorsetcrayer TpeGosannam citelrduraluy.

Hacrosmmm 8 noyrsepxpao, uro uudopmaiys, NpeacrapnelHas  BellIe, ABAACTCH  ITOANMHHOH R
AOCTOBEpHON. JlaHnas mapTns npojykra Gbiia npoM3BeiCHA, BRIIOYAS YITAKOBKY/MAPKHPOBKY W KOHWTpONL
KauecIsa, Ha yKasaHHOM HPCANPMATHM(AX) B MONHOM COOTBETCTBMM ¢ TpeGosanmsmu Hajuiexcanedl
ApouseoACTECHHON Mpaktikir (GMP) mectoro konrponupyiomero oprana, a Take ¢o CHeHQHUKanEIMHI,
YKA3aHHBIMH B PCrucTpailodHoM yaoCTOREPEHMHN CTpasel-MMNoprepa wad hainoM cneumdukanuy s
HCCJIC/LYEMBIX. ME/IMIMHCKUX  npenapatoB. OTYeTel © NPOM3BOACTRE, YNAKOBKG M aHATIM3E cepuy Obuumn
FIPOBEPEHBI M NIPH3HAHBT COOTBETCTRYIOINMMA TpeGosaniam GMP

Peinenne: Boinyuen 14/06/2017 Yronnomouennoe muuo: Karlovska. Mariana

AQ «Canodis Poccupy
Aapec: 125008, Mocksa, yn. Taepekas, 22, Ten.: {495) 721-1400. Gaxc: (495) 721-1411. www.sanofifu
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0_43"5;,, 0. 07225 £, 0 685 g, 0.02175 g, 0.2885 p/10 g
nasal ointment - Dafe of analysiy, -
-Specification -

Dosage sirengtly ..
Dosage form
Packaging size , :
- Manmifacture dafer.-‘.-...i 05,06, 291 7
Expiry dute T 31.05.2019

Marketing authorisation No. ..

fmporting country o RUSSIA -« v vl L.

24 06 2017

-.P 1\015768

e e e el s

P No 15768,’02 rsa?o.t)

y
;
i

Acid value NMT 5.0 mg KOH/g

i 4.0 1070

Content HPLC
Tocofero] acetate 2597 %t 317 %

Centent of essential oils NLT 11 %

Mcrobiological quality 5 S e
- category 2 {GF 11) ' '

Tota} acrobic bacteria and NMT 160 CFU/g
fungi
Emerobacteriaceas absence/g or ml

absence’s or.m!
absence/g or ml

Pseudomonas sereginosa
Staphvlococcus aureus

Test Limits Results
Appearance .
Description white transparent ointment of complies
pleasant aromatic odour
Weight of filling in | package NLT10.0g 104¢g
Identification IR
Bornylacetate concordance of chromatograms positive
1.8 eucalyptol concordance of chromatograms positive
Mentheol concordance of chromatograms positive
Thymo! coneordance of chromatograms positive
Tocoferol acetate - HPLC concordance of chromatograms positive

3.9mg KOH/g
4.6

2898 %
1 %

0 CFU/g

negative
negative

negative

Conformity with the specification.
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Barch nusniper

Dosege form
- Puchaging size

HHeade Bl

1. Dosage strength .

-Mamgfacture date ... ~ ,:-{)5_06,2017‘".;_. i

+1."nasal eintment
10 g 7%

Expiry date 7T 31.05.2019
Tprorting country - Russia .-

. 04325¢,0.07225 g, 0,685 8, 0.2

, A gianty
“Date of analysis 14062017
Specification - : © P No 15768/02 15

0709

-Marketing authorisation No. - - .. PNOISTOB02: - . o

1 hereby confirm that the above informalion is authentic and accurate. This batch of product has been manufactured including packaging

and quality control atsite fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing

authorisalion of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP. :

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitriznska 100
920 27 Hiohovee, Slovak Republic
Auwthorisation number : VL 059/13-2
GMP Certificate No : SK/009V2017

N}?/é.ué'%/ ‘

Certified by QP: Karlovska Matiana

Release for sale

Quality control and release sife:

Saneca Pharmacenticals 2.5, Nitrianska 100
920 27 Hichovec, Slovak Republic
Authorisation number 1 V1 059/13-2
GMP Certificate No : SK/O00V/2017

Certified on: 14.06.2017

Tl {£42Y 32726 1111 Fax (3421133720 (890 E-mau sanels@sancta Lom « www $30608 006
iC DPH SKZC23405842 - Touabanks 25 - £ o 2220123416:1100

1O 45833 323

Saneca Pharmaceudticals as - Mananska 100 B20 77 Hinhprec
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