Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
Ipooyxkm MIMUHOCOJI®
Homep npooyxma 12004773 Cepus LIMS HV 717 468
Homep cepuu 2020420 Pasmep evinyujennoti 35 280 YITAKOBOK
cepuu
Jlosuposxa 0.4325r, 0.07225r, 0.685r, 0.02175r,
0.2885r/10r
Jlexapcmeennas popma  HazanpHas Ma3b
Pasmep ynaxosxu 10r Jlama npoeedenus ananuza 28.4.2020
Jlama npouzeoocmea 31.3.2020 Cneyugpurayus 11 N015768/02-150709
Jlama ucmeuenus cpoxka  31.3.2022 Homep pecucmpayuonnozo T1 N015758/02
200HOCMU yoocmogepenus Ne:
Cmpana-umnopmep Poccus
GMID 682493
ADU: CocHbl ropHoii MacJo - Kanenmyna a.c. 065 11 Nova Lubovna 238A, Slovak Republic,
Ipkamunrta maco — 'yituwkoii Kaiinu Jixuan [epdymepu Ko., JIta, Wanchao Industrial Area, Kaili city,
Guizhou province, China
AJbda-Tokopepoia anerart - BAC®D CE, Carl-Bosch-Strasse 38, 67056, Ludwigshafen, Germany
Tumou - Cumpaiiz AT, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
JlesomenToui- Cumpaiiz A, Muehlenfeldtrasse 1, 37603 Holzminden, Germany
HcnbiTanune Hopmsi Pe3ynbraThl Onenka
Onucanue
Onucanue IIpo3paunast Ma3b Genoro 1BeTa | COOTBETCTBYET COOTBETCTBYET
C 3amaxoM d(pHUPHBIX Maces
MoanuuHOCTH COOTBETCTBHE XPOMATOIPAMM COOTBETCTBYET COOTBETCTBYET
Bopuunauerat COOTBETCTBHE XPOMATOIPAMM COOTBETCTBYET COOTBETCTBYET
1,8 — aBKanunTON COOTBETCTBHE XPOMATOIPAMM COOTBETCTBYET COOTBETCTBYET
MenTon COOTBETCTBHE XPOMATOIPAMM COOTBETCTBYET COOTBETCTBYET
Tumon COOTBETCTBHE XPOMATOIPaMM COOTBETCTBYET COOTBETCTBYET
Aunbda-Toxkodepona anerar- COOTBETCTBHE XPOMATOIPAMM COOTBETCTBYET COOTBETCTBYET
BOXX
KucnorHoe uncio He 6ouee 5,0 mr KOH/r 2,8 mr KOH/r COOTBETCTBYET
pH 4,0 10 7,0 4.9 COOTBETCTBYET
Macca conepxumoro ynakoBku| He menee 10,0 r 10,6r COOTBETCTBYET
Muxkpo06uosioruyeckast
YHCTOTA
EBp. ®.5.1.4
Ob6uiee koauyecTBo a’pobHbIX | He 6osee 100 KOE/r 10 KOE/r COOTBETCTBYET
GakTepuit
Obmiee konuuecTBO aposxokelt | He Oonee 10 KOE/r 0 KOE/r COOTBETCTBYET
1 TJICCHEBBIX TPUOOB
Staphylococcus aureus OTCyTCTBHE B 1 T oTCyTCTBHE B 1 T COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBUE B 1 T OTCYTCTBUE B 1 T COOTBETCTBYET
KonuuectBennoe conepxxanue | He menee 11% 12% COOTBETCTBYET
3(UPHBIX Macel
KoJnyecTBennoe
omnpenaeaenne BIXKX
Auba-rokodeporna anerar Ot 2,597% no 3,174% 2,823% COOTBETCTBYET
CooTBeTCTBYET TPEOGOBAHMAM ClielH(PUKAMH.
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HacrosmuM st moaTBepk a0, 4To BBINIEyKa3aHHAs HHPOPMaNUs SIBIIETCsS BEPHOH U TOUHOW. JlaHHas ceprst IPOU3BeaeHa, BKIIIOYas
yNaKOBKY M KOHTPOJIb KauecTBa, Ha HIDKEYNOMSHYTOH IPOM3BOACTBEHHOH IUIOMIAAKE B IOJHOM COOTBETCTBHM C TPEOOBAHHAMHU
Hannexameit npousBoacTBeHHON npakTUKu (GMP) MeCTHBIX peryisTOpHBIX OpraHoB U clenu(puKanusiMu PerucTpannoHHOTO
YAOCTOBEPEHUs CTpaHbI-uMIopTepa- crnenudukamusmu Hopmatusroit JlokymeHTanuu. 3amicu 1O MpPOU3BOJCTBY, YNAKOBKE U
KOHTPOJIO KauecTBa CEpHU OBUIM NPOBEPEHBI U TNPHU3HAHBI COOTBETCTBYIOIMUMHU TpeboBanusM GMP. MapkupoBka B MONTHOM
COOTBETCTBHU C IOCIEIHEH YTBepxkJIeHHOM B MuHnucrepctse 3apaBooxpaHeHus Poccuiickoit denepanuu Bepcueil MakeToB
YIAKOBOYHBIX MaTE€PUAJIOB U MHCTPYKLIUEH 10 METULIMHCKOMY IPUMEHECHHUIO.

BeinyuieHo k nmpojaxe

IIpou3BoacTBEHHAS MIOIIA/IKA: KoHTposb KayecTBa M BBIMYCKAIOIIAS MIOMIAIKA:
«Caneka @apmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacproTikaic a.c.», Hurpuancka 100
920 27 I'morosen Peciiy6mnrika CioBakust 920 27 I'morosen Pecyonuka CiioBakus
PerucrpaunonHsiii Homep: V-15/2019 PerucrparnonHsiii Homep: V-15/2019

Ceprudurar GMP Ne: SK/019V/2020 Cepruduxar GMP Ne: SK/019V/2020

YTBep:kaeHo ynoaHoMoueHHbIM Juuom: Karlovska Mariana Hara:  29.4.2020
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Certificate of analysis

Product PINOSOL ®
Product number 12004773 Batch LIMS HV 717 468
Batch number 2020420 Released quantity 35280 PACKS
Dosage strength 0.4325g, 0.07225 g, 0.685 g, 0.02175 g, 0.2885 g/10 g
Dosage form nasal ointment
Packaging size 10g Date of analysis 28.04.2020
Manufacture date 31.03.2020 Specification P No 15768/02 -150709
Expiry date 31.03.2022 Marketing authorisation P N015768/02
Importing country Russia No.
GMID 682493
API Pine sylvestis oil - Calendula, a.s. 065 11 Nova Lubovria 238 A, Slovak Republic
Eualyptus oil - Guizhou Kaily Jian Perfumery Co. Ltd. Wanchao Industrial Area, Kaili city,
Guizhou province, China
Alpha - Tocopheryl Acetate- BASF SE, Carl-Bosch Str.38 67056 Ludwighafen, Germany
Thymol- Symrise AG Mihlenfeldstrale 1, 37603 Holzminden, Germany
Levomenthol - Symrise AG Mihlenfeldstraie 1, 37603 Holzminden, Germany
Test Limits Results Evaluation
De;cgption o
Description white transparept oiptment with complies complies
odour of essential oils
Identification
Bomnylacetate concordance of chromatograms positive complies
1.8 eucalyptol concordance of chromatograms positive complies
Menthol concordance of chromatograms positive complies
Thymol concordance of chromatograms positive complies
a-Tocoferol acetate - HPLC concordance of chromatograms positive complies
Acid value NMT 5.0 mg KOH/g 2.8 mg KOH/g complies
pH 40 t07.0 4.9 complies
Weight of filling in 1 package NLT 10.0 g 10.6 g complies
Microbiological quality
Ph.Eur.5.1.4.
Total aerobic bacteria NMT 100 CFU/g 10 CFU/g .
(TAMC) complies
Total combined yeats/moulds | NMT 10 CFU/g 0 CFU/g :
(TYMC) complies
Absence of Staphylococcus absencein 1 g absence in 1g complies
aureus
Abser}ce of Pseudomonas absence in 1 g absence in 1g complies
aeruginosa
L o
Content of essential oils NLT 11 % 12% complies
Content HPLC '
Tocoferol acetate 2.597 %10 3.174 % 2.823 %
Conformity with the specification.
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Pharmaceuticals

Product PINOSOL ®

Product number 12004773 Batch LIMS HV 717 468

Batch number 2020420 Released quantity 35280 PACKS

Dosage strength 0.4325g,0.07225 g, 0.685 g,0.02175 g, 0.2885 g/10 g

Dosage form nasal ointment

Packaging size 10g Date of analysis 28.04.2020

Manufacture date 31.03.2020 Specification P No 15768/02 -150709

Expiry date 31.03.2022 Marketing authorisation P N015768/02

Importing country Russia No.

GMID 682493

API Pine sylvestis oil - Calendula, a.s. 065 11 Nova Lubovria 238 A, Slovak Republic
Eualyptus cil - Guizhou Kaily Jian Perfumery Co. Ltd. Wanchao Industrial Area, Kaili city,
Guizhou province, China
Alpha - Tocopheryl Acetate- BASF SE, Carl-Bosch Str.38 67056 Ludwighafen, Germany
Thymol- Symrise AG MihlenfeldstralBe 1, 37603 Holzminden, Germany
Levomenthol - Symrise AG Mihlenfeldstrale 1, 37603 Holzminden, Germany

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality control
at the below mention site in  full complience with the GMP  requirements of the local Regulatory Authority and with the the specifications in the
Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging and analysis records have been
reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of Health of the Russian Federation version
of packaging and leaflet artworks.

Released for sale

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hilohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020

927/44/@-7(/

Certified by QP: Karlovska Mariana

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020

Certified on: 29.04.2020

Saneca Pharmaceuticals a.s.
Nitrianska 100 « 920 27 Hlohovec * Slovenskd republika « t: +421 33 736 1111 » f: +421 33 730 0890 ¢ e-mail: info@saneca.com
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