TEKJAPAITMSI O COOTBETCTBUUA

JEKJAPAHT, IPHHUMAIONHUH AEKJAPALIMIO O COOTBETCTBHH

AO "Canogpu Poccusn”

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnaa uncnexyus PedepansHoii Hanoz2o601 cayxcbol No 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, 0ama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxsa, ya. Teepckan, 9. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: Nenepanvuuiii oupexmop Mowoic O.A.

Hosepennoe auyo: Cmenanos C.C., oosepennocme 6/n om 01.12.2017

3AABJISAET, UTO

Aexapcmeennoe cpedcmso: Munocon, kanau nazanervie 10 Mn , grnaxor-kaneasruyst memnozo cmexna (1),
nauxu xapmonwvie, PY Ne IT N015768/03 om 11.01.2010 (dama 3amenv: 14.12.2017) awdano AQ "Canogu
Poccun", cepus 3010119, napmus 92100 ynaxosox, 200ex 0o 31.12.2021, npoussoocmea Canexa
Dapmacviomuxanc a.c., Crosayxas Pecny6nuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hilohovec, Slovak Republic koo OKIT[2 21.20.10.251, xod TH B3/] 3004500002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085320463 om 21.01.2019

COOTBETCTBYET TPEBOBAHHAM

IT NO15768/03-110110 uzm. Ne 1-3

JEKJAPAITUSA YIPUHATA HA OCHOBAHHH

npomoxon ucnsimanuti Ne 2350 om 29.01.2019 HJI 000 HL "®APMOBOPOHA", ammecmam axkpeoumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC SK.PM08.C32592 om 29.01.2019

Crenanos C.C.
o 1.0

CBE)IEI{[/ISI O PETUCTPALIUHA

OPTAH ITO CEPTH®HKAIIUH, 3APETHCTPHPOBABILI M JEKJAPAITHIO

RA.RU.11®M08 OPTAH ITO CEPTHO®HKALHH ITPOLYVKIHH OFLECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oykx.pg.

NEKJAPALIUS O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU I-SK.®M08.A.14136/19
JATARECUCTPAITHHA 29.01.2019
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Cepruduxar ananusa

Saneca

Pharmaceuticals

Ilpenapam IMHHOCOJI®
Homep npenapama 12004772 Cepun LIMS HV 651834
Howmep cepuu 3010119 Boinywennoe xommecmeo 92 100 VIIAKOBOK
Hozupoara 0,17r,0,05r,0,002r,0,1 1, 03752 r,0,0032 1110 ¢
Jexapemeennan opma KAIAH HA3ANbHLIE
Pazsep ynaxosxu 10 mn Hama nposedenus anansza 16.01.2019
JHama npoussodemea 09.01,2019 Creyudurayt P NDI5768/03 -110110
Cpox 200n0cmy 31.12.2021 Pezucmpayuounoe ydocmosepewue P NO15768/03
Crmpasa-umnopmep Poccug Mo
Hoxazatenn Hopmbi PeayneTarm
Onucanue
Omicanue Npo3payHas KUOKOCThL 0T CHHEro KK COOTBETCTBYET
CHHE-3ENIEHOTO LIBETA C XapaKTepPHBIM
MEHTONOBO3BKANHITTOBEIM 3a[AX0M
MoanarrocTH
1,8-1ueon COOTBETCTBHE XPOMAaTOrpaMm HONMOMHTENBHBIH
Pe3yAbTaT
®eHxoH COOTBETCTBHE XPOMATOTPaMM NONOXKUTENBLHETH
PE3yARTAT
Anba-nruen COOTBETCTBHE XpOMATOrpaMm NONOKHUTENbHELH
pe3ynsTar
Bopuunauerar COOTBETCTBHE XPOMATOrpaMm MOJIOAHUTENbHBIH
Pe3yNETaT
Byrunrunpokcuanuson COOTBETCTBHE XPOMATOrpaMm MOJIOKHUTENBEHBIH
pesyabTar
MenTon COOTBETCTBHE XPOMATOIPaMM TTONOKHTENBHEI
pe3yIbTaT
Tumon COOTBETCTEHE XPOMATOTPaMM TIONIOKHTENbHBIH
Ppe3yibTar
a-Tokodepona anerar - COOTBETCTBHE XPOMATOTPaMM TIONOXKHTENBHEIH
B3XX pesynsTar
I'eatiazynen He Gonee 604 um £ 2 1, TIONOUTENb b
(npH u3mMepenun COOTBETCTBEHHO 650 1M + 2 HM, 720 M +
CIIEKTpOB) 2 Hm pesynLTar
OtHocuTensHas nnotaocTs 0,910 - 0,925 0,916
O6bem 1 ynakoska He menee 10,0 M 10,0 Mn
MnukpoGuonornyeckan
YHCTOTA
- kateropus 2 (T'® 11)
Ob1mee KonU4eCTRO He 6onee 100 KOE/r 0 KOE/r
a3pobHbIX OaKTepHi,
ILIECHEBBIX H
APOXOKEBBIX rpubos
Enterobacteriaceae OTCYTCTBYET/T WiIH M1 OTCYTCTBYET
Pseudomonas OTCYTCTBYET/T HAK M OTCYTCTBYET
aeruginosa /ﬁ
Staphylococcus aureus OTCYTCTBYET/T 1M MN OTCYTCTBYET ///

Canexa ®apmacsloThranc a.c. » Nitrianska 100,

Ten.: (+421) 33 736 1111, daxc: (+421)
1CO: 46 833 323 - IC DPH SK20235998
Obchodny register Okresného sitdu Trmava, Oddiel

920 27 I'noroew, CroBaukan pecny6ausa

33 730 0890, E-mail: saneca@saneca.com - wwiw sanéca

42 - Tatrabanka a s - ¢. u. 2920123416/1 100
: Sa, Vlozka &islo: | 0601/T
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Ceprudukar ananusa

IIpenapam NHHCCON®

Homep npenapama 12604772 Cepun LIMS HY 651834

Homep cepru 3010119 Brimyuyennoe xamuvecmao 92 100 VIIAKOBOK

Hosupoexa 0,17r,0,05r, 0,002, 0,1 1,0,3752 1, 0,0032 /10 r

JMexapcmeennas hopma KAILTH Ha3ATLHLE

Paamep ynaxoexu 10mn Hama npogedermus anamiza 16.012019

Hama npouzsodcmea 09.01.2019 Creyuguvayus P N015768/03 -110110

Cpox 200nocmu 31.12.2021 Pezucmpmyjuorioe ydocmosepenue P NO15768/03

Cmpana-umnopmep Poccus Mo

Koaruecreennoe

onpeneicHAe METOAOM

KX
Ansda-nuHeH He menee 0,676 % 1,215%
1,8-1unecn He menee 0,315 % 0,803 %
BopHunauerar He menee 0,068 % 0,167 %
Mewnron He menee 0,369 % 0,494 %
Tumon He menee 0,029 % 0,033 %
ByTHATHAPOKCHAHM30A ot 0,0096 % no 0,0144 % 0,0123 %

Konugecraenroe

onpeaenerane (BIXKX)

c-Tokodepona auerar ot 1,53 % mo 1,87 % 1,66 %

CooTBercrBHE CnenadRKANNA.

Hacroswmm a noarsepxaato, YTo NpeAcTaBieHHas Boine HHOOPMALIHS ABJAETCS NOMIMHHOMN i TOYHOM.
Orta cepus nmpenapata SkU1a M3NOTORNIEHA, BIUNOYAS YNIAKOBKY H KOHTPOMb KA4ECTBA, HA YKA3aHHEIX BHILIE
TiomanKax B r0JHOM COOTBETCTBHH ¢ Tpebosanmnamy Haanexalneii npousBoacTBeHHOM TIPakTHKH
(GMP) EC, TpeGoBaHHAMH MECTHOrO KOHTPONHPYIOUIETr0 OPraHa 1 B COOTBETCTBHH €O
creLp(pHKaIMIME, YKa3aHHEIME B PETHCTPALMOHHOM YIOCTOBEPEHHH CTpaHbI-HMIiopTepa. OTyeTs 1o
06paGoTKe, YNIaKOBKE H AHANH3Y CEPHH GBUIH NPOBEPEHBI H PH3HAHBI COOTBETCTBYIOUIMMH
TpeboBanuam npasut GMP.

Beimyck ans npopaxn

HPOHSBO,IICTBGHHRH naomanakKa: KOHTPOJIB KavyecTBa B NJ0Iaaxka s
BbINycKa:

Canexa ®apMachlOTHKAIIC a.c., Nitrianska Canexa @apmacrioTEKanc a.c., Nitrianska

100 100

920 27 T'norosey, Cnopaukas Pecnybmnka 920 27 I'norosen, Cnopanxad Pecriybnnka

Homep ymuensmm: VL 059/13-2 Homep mmensmn: VL 059/13-2

Cepraduxar GMP Ne: SK/009V/2017 Cepruduxar GMP No: SK/009V/2017

Cepradunupopano T@ynamepa Moxnuce/ Cepradnunposano 16.01.2019

ynoJsoModeHHbIM  Mapha oT:

AADOM:

i Canexa DapMachIOTHKANC a.C.
Jlororrn xoMnamw «Caneka : P .

! Nitrianska 100
DapMacLIOTUKANC 8.C.» { 92027 I'norosen

Canexa ®apmaceoTiKanc a.c. * Nitrianska 100, 920 27 Mnorosew, Croeauxan pecnyGnrika
Ten.: (+421) 33 736 1111, daxe: (+421) 33 730 0890, E-mail; saneca@saneca.com - wwiw saneci
1CO: 46 833 323 - IC DPH SK2023599842 - Tatrabanka a s — &, u, 2920123416/1100 f
Ohchodny register Okresného siidu Trnava, Qddiel: Sa, Viozka tislo: 10601T
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CepTuduxar ananmsa

Saneca

llpenapam

Homep npenapama
Homep cepuu

Hozupoexa
JHexapcmeennan gropma
Pazmep ynaxosxu
Hama npousgodemea
Cpox zodnocmu
Cmpana-usmnopmep

HHHOCOI®

12004772
3010119

Cepun LIMS HV
Bomnywyenuoe xonuvecreo

0,17r,0,05r,0,002r, 0,1 1, 0,37521,0,0032 /10 1

KanjH HajaneHele
10 Mn
09.01.2019
31.122021
Poccun

Hama npoeedenun ananusa
Cneyupixayus

Pezucmpayuonnoe ydocmogepenue
Ae

651834
92 100 YTIAXOBOK

16.01.2019
P NO15768/03 -110110
P N015768/03

Canexa ®@apmaceioTikanc a.¢. » Nitrianska 100, 920 27 norosen, Cropaluas pecnybnuta ..-’I
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 089

1CO: 46 833 323 - IC DPH SK2023599842 - Tatrab
Obchodny register Okresného siidu Tmava, Qddiel: Sa, Viozka dislo: 10601/T

: Cnorauxas pecrmybnuka
: 1C0: 46 833 323

i 1C DPH 8K2023599842 55
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Certificate of analysis

| &)/ Pharmaceuticals

Product PINOSOL ®
Product number 12004772 Batch LIMS HV 651834
Barch number 3010119 Released quantity 92100 PACKS
Dosage strength 0,17g, 0,05, 0,002g, 0,1g, 0,3752g, 0,0032g,/10 g
Dosage form nasal drops
Packaging size 1¢mi Date of analysis 16.01.2019
Manufacture date 09.01.2019 Specification P N015768/03-110110
Expiry date 31.12.202] Marketing authorisation Np. P ND15768/03
Importing country Russia
Test Limits Results
Appearance
Appearance clear liquid,blue to green-blue complies
colour with characteristic odour
of menthol and eucalypt
Ideatification
1.8 cincale concordance of chromatograms positive
Fenchon concordance of chromatograms positive
Alpha pinene concordance of chromatograms positive
Bomylacetate concordance of chromatograms positive
Butylhydroxyaniso) concordance of chromatograms positive
Menthol concordance of chromatograms positive
Thymol concordance of chromatograms positive
a-Tocoferol acetate - HPLC concordance of chromatograms positive
Guaiazulene maximum at-604 om + 2 nm, posilive
{spectrally) respect.650 nm x 2 nin, 720 nm
42 nm
Relative density 0910 to0.925 0.916
Fill volume of 1 package NLT 10.0 mi 10.0 mi
Microbiological quality
- category 2 (GF 11)
Total aerobic bacteria and NMT 100 CFU/g 0CFu/g
fungi
Enterobacteriaceae absence/g or mi negative
Pseudomonas aeruginosa absence/g or ml | negative
Staphylococcus aureus absence/g or ml negative
Coutent GC
Alpha pinene NLT 0.676 % 1.215%
1.8-cineole NLT 0.315% 0.803 %
Bomylacetate NLTD0.068 % 0.167 %

Saneca Pharmaceuticals a.s, - Nitrianska 100 - 920 27 Hichovec - Slovenska republika
Tel {+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail: saneca@saneca.com - www.saneca.com

180 46 833 323 - 10 DPH: 5K2023500842 - Totrabanka a.s. — & G, 2820123416110
Cochadony regusted Cktmsokht ¥ Trivevs. Dddisl. Sa, Viotha &nlo: 1080477
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Saneca
Pharmaceuticals

Certificate of analysis

Product PINOSOL ®
Product number 12004772 Batch LIMS HV 651834
Batch number 3010119 Released quantity 92100 PACKS
Dosage strength 0,17g, 0,05g, 0,002g,0,1g, 0,3752¢, 0,0032g.110 g
Dosage form nasal drops
Packaging size 10 ml Date of analysis 16.01.2019
Manufacture date 09.01.2019 Specification P NO15768/03-110110
Expiry date 31.12.2021 Marketing authorisation No. P N015768/03
Importing country Russia

Menthol NLT 0.369 % 0494 %

Thymol NLT 0.029% 0.033 %

Butylhydroxyanisol 0.0096 % 10 0.0144 % 00123 %

Content HPLC
a-Tocoferol acetate 1.53%t0 1.87 % 1.66 %
Conformity with the specification.

I hereby confirm that the above information is au
and quality control at site fully
authorisation of the impo:

rting country. The batch processing, pack

thentic and accurate. This bateh of product has been manufactured including packaging

operating in compliance with EU GMP requirements, the local Regulatory Authority and  the markefing

compliance with GMP.

Release for sale

aging and analysis records were reviewed and found tobe in

Manufactaring site:

Saneca Pharmaceuticals as, Nitrianska 100
920 27 Hiokovec, Slovak Republic
Authorisation number : VL 059/13.2
GMP Certificate No : SK/009V/2017

Quality control and release site:

Saneca Pharmaceuticals a.5, Nitrianska 100
920 27 Hlohovec, Slavak Republic
Authorisation number : VL 059/13-2
GMP Cerlificate No : SK/009V2017

~
Certified by QP: Gulasovi }yx i Certified on: 16.01.201%
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Saneca Pharmaceuticals a.5. - Nitriangka 100 - 920 27 Highovet - Slovenska republika
Tel: (+421)33 736 1111, Fax. (+421) 33 730 0880, E-mat sanecaf@saneca.com - www.saneca com

ICO 46 833323 - I DPH, SK2023500842 - Tatrabanka a.s. - & 292012341611 100
Dbehadnf regisior Dkrusnebo stk Tmave, Oddel Se. Viakia thgte: 406HT




