Saneca

Pharmaceuticals

Crpanuua 1 u3 2

Cepruduxkar anaausa / Ceprudukar COOTBETCTBUS

Ilpooyxm MNHOCOJI®
Homep npooyxkma 12005081 Cepusa LIMS HV 821092
Homep cepuu 9F8026A Pazmep svinywennoii cepuu 93 100 YIITAKOBOK
Howmep cepuu 6anx 9F8026
Jlozupoexa 0,17r, 0,05r, 0,1r, 0,3752r, 0,0032r /10r
Jlexapcmeennas popma  HazanbHble Karum
Pazmep ynaxosxu 10 M Jlama nposedenus ananuza 04.06.2026
Jlama npoussoocmea 15.05.2026 Cneyuguxayus JITI-Ne(009895)-(PI'-RU)-230425
Jlama ucmeuenus cpoxa  30.04.2029 Howmep pecucmpayuonnoco  JITI-Ne(009895)-(PT-RU)
200HOCMU yoocmosepenus Ne:
Cmpana-umnopmep Poccus
GMID 879579
UcnbiTanue Hopmbi Pe3yibTaThl Ouenka
Onuncanne
Onucanue [Ipo3pauHast >KMJKOCTh OT CHHETO 10| COOTBETCTBYET COOTBETCTBYET
3€JICHO-CHHETO I[BETa C XapaKTCPHBIM|
3armaxoM MEHTOJIa U 3BKAIUNTA
HNnenTudpuxanus
a¢upubie macia (I'X) Bpemena ynepxuBaHus IMKOB Ha COOTBETCTBYET COOTBETCTBYET
XpOMAaTOrpaMMe HCITBITYEMOTO
pacTBOpa JOKHBI COOTBETCTBOBATH
BpEMEHaM YAEPKUBaHHS ITUKOB O~
nuHeHa, 1,8 muHeona (3BKAIMIITONA),
OopHMIIaneTaTa, MEHTOJIA, THMOJIA U
Oy THIITHAPOKCHAHN30J1a Ha
XpoMaTorpaMMe CTaHAapTHOTO
pactBopa.
a-Tokodepona anerar-(BOXKX) | Bpems yaepkuBaHUSI OCHOBHOTO IIMKa | COOTBETCTBYET COOTBETCTBYET
Ha XpOMAaTorpaMMe HCITbITyEMOTO
pacTBopa J0JKHO COOTBETCTBOBATh
BPEMEHU YACPKUBAHU 0-TOKO(epoa
arieraTa Ha XpoMaTorpamMmme
CTaHIApTHOTO PacTBOPA.
OTHocHTEeTbHAS IUIOTHOCTH
OTHOCHUTEIbHAS IIJIOTHOCTD 0,910 mo 0,925 0,916 COOTBETCTBYET
OO0BEM COEPIKUMOTO YIIAKOBKU He menee 10,0 M 10,0 ma COOTBETCTBYET
Muxkpoduoaoruyeckas YucToTa
EBp. @. 5.14.
OO0111ee KOIMYECTBO adpOOHBIX
6akrepwuii u rpubdos (TAMC) e Gonee 10? KOE/r 0 KOE/r COOTBETCTBYET
O6mee uucino rpuoos (TYMC) | ne 6onee 10! KOE/r 0 KOE/r COOTBETCTBYET
OrtcyrcrBue Staphylococcus OTCYTCTBUE/ B T OTCYTCTBYET B | T COOTBETCTBYET
aureus
OrtcytctBue Pseudomonas OTCYTCTBHE/ BT OTCYTCTBYeT B I T COOTBETCTBYET
aeruginosa
OrcytctBue Enterobacteriaceae | orcyrcTBme/ BT OTCYTCTBYeT B I T COOTBETCTBYET
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Cepruduxkar anaausa / Ceprudukar COOTBETCTBUS

Ilpooyxm MNHOCOJI®

Homep npooyxkma 12005081 Cepusa LIMS HV 821092

Homep cepuu 9F8026A Pazmep svinywennoii cepuu 93 100 YIITAKOBOK
Howmep cepuu 6anx 9F8026

Jlozupoexa 0,17r, 0,05r, 0,1r, 0,3752r, 0,0032r /10r

Jlexapcmeennas popma  HazanbHble Karum

Pazmep ynaxosxu 10 M Jlama nposedenus ananuza 04.06.2026

Jlama npoussoocmea 15.05.2026 Cneyuguxayus JITI-Ne(009895)-(PI'-RU)-230425
Jlama ucmeuenus cpoxa  30.04.2029 Howmep pecucmpayuonnoco  JITI-Ne(009895)-(PT-RU)
200HOCMU yoocmosepenus Ne:

Cmpana-umnopmep Poccust

GMID 879579

KoanuecTBenHoe onpenesieHue
rx

Aunbda-nuHeH

1,8 — riuHeoa
Bbopuunauerar
MenTton

Tumon
ByTtunrunpokcuanuzon

KosmuecTBeHHOE Onpe/eieHune
BIXKX
0-TOKO(epoa arerar

He menee 0,676 % 1,630 % COOTBETCTBYET
He menee 0,315 % 1,039 % COOTBETCTBYET
He menee 0,068 % 0,146 % COOTBETCTBYET
He menee 0,369 % 0,428 % COOTBETCTBYET
He menee 0,029 % 0,038 % COOTBETCTBYET
0,0096 % mo 0,0144 % 0,0123 % COOTBETCTBYET
1,53 % o 1,87 % 1,68 % COOTBETCTBYET

CooTBeTcTBYeT TpeOOBAHUAM cHielH (PpHKAUN.

HacrosimuM s MoATBep ka0, 4TO BhIICYKa3aHHAs MH(OpMaLUs ABIsIeTC BEPHOH U TO4HOM. JlaHHas cepust MpOU3BE/CHa, BKIIIOYAs
YNaKOBKY M KOHTPOJIb KauecTBa, Ha HIDKEYMOMSHYTOH HPOM3BOACTBEHHOH IUIOMIAAKE B IOJHOM COOTBETCTBHM C TPEOOBAHHAMH
Hannexameir npousBoacTBeHHOH mpakTUKu (GMP) MeCTHBIX peryisTOpHBIX OpraHoB U clenupuKanusMu PerucTparnoHHOTO
YAOCTOBEPEHUs CTpaHbI-uMIopTepa- crnenudukamusmu Hopmatusroit JlokyMeHTanuu. 3amicu 1O MpPOU3BOJCTBY, YNAKOBKE M
KOHTPOJII0O KadecTBa Cepur OBUIM NPOBEPEHBl W INPHU3HAHBI COOTBETCTBYIOMMH TpeboBaHumsM GMP. MapkupoBka B HOIHOM
COOTBETCTBHU C IOCIEJHEH yTBepxkIeHHOM B MuHucrepctse 3zapaBooxpaHeHus Poccuiickoit dexpepanuu Bepcueil MakeToB
YIAKOBOYHBIX MaTE€PUAJIOB U MHCTPYKLIUEH 10 METULIMHCKOMY IPUMEHECHHUIO.

HpOI(BBO).ICTBeHHaﬂ miomaaka:

BeinyuieHo k nmpojaxe

KOHTpO.]'Ib KavdecTBa ! BbllyCKaIIas IJiomanaKa:

«Caneka @apmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacproTikaic a.c.», Hurpuancka 100

920 27 I'morosen; Pecry6muka CrioBakust
Peructpanmonnsiii Homep: V-15/2025/2
Ceprudurar GMP Ne: SK/028V/2025

920 27 I'morosen Pecrry6imika CrioBakust
Perucrpanmonnsnii Homep: V-15/2025/2
Ceprupuxar GMP Ne: SK/028V/2025

YTBep:kaeHo ynorHoMoueHHbIM jnom: Katarina Putzova/ noonuce Jdara:  05.06.2026
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Certificate of Analysis / Certificate of Compliance

Product PINOSOL ®
Product number 12005081 Batch LIMS HV 821092
Batch number 9F8026A Released quantity 93100 PACKS
Bulk Batch number 9F8026
Dosage strength 0,17g, 0,05¢, 0,1g, 0,3752¢g, 0,0032¢,/10 g
Dosage form drops
Packaging size 10 ml Date of analysis 04.06.2026
Manufacture date 15.05.2026 Specification / ND LP-No(009895)-(RG-RU)-23.04.2025
Expiry date 30.04.2029
Importing country Russia Marketing authorisation No.  LP-No(009895)-(RG-RU)
GMID 879579
Test Limits Results Evaluation
Appearance
Appearance clear liquid of blue to complies complies
green-blue colour with menthol
and eucalyptus odor
Identification
esential oils (GC) retention times in complies complies
chromatogram of test solution
corresponds to retention times
of a- pinene, 1,8-cineol
(eucalyptol), bornyl acetate,
menthol, thymol and butyl
hydroxyanisole in
chromatogram of reference
solution
a-tocopherol acetate (HPLC) retention time of the major peak | complies complies
in chromatogram of test solution
corresponds to retention time of
o-tocopherol acetate in
chromatogram of reference
solution
Relative density
Relative density 0.910 to0 0.925 0.916 complies
Filling volume of 1 package NLT 10.0 ml 10.0 ml complies
Microbiological quality
Microbiological quality,
Ph.Eur. 5.1.4.
Total aerobic microbial count NMT 102 CFU/g 0 CFU/g complies
(TAMC)
Total combined yeats/moulds NMT 10! CFU/g 0 CFU/g complies
(TYMC)
Absence of Staphylococcus absenceinl g absence in 1g complies
aureus

Saneca Pharmaceuticals a.s.
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Certificate of Analysis / Certificate of Compliance

Product

Product number
Batch number
Bulk Batch number
Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country
GMID

PINOSOL ®

12005081
9F8026A
9F8026

Batch LIMS HV
Released quantity

0,17g, 0,05g, 0,1g, 0,3752¢, 0,0032g,/10 g

drops
10 mi

15.05.2026
30.04.2029

Russia
879579

Date of analysis
Specification / ND

Marketing authorisation No.

821092

93100 PACKS

04.06.2026
LP-No(009895)-(RG-RU)-23.04.2025

LP-No(009895)-(RG-RU)

aeruginosa

bacteria
Content GC
Alpha pinene
1.8-cineole
Bornylacetate
Menthol

Thymol

Content HPLC

Absence of Pseudomonas

Bile-tolerant gram-negative

Butylhydroxyanisol

o-Tocoferol acetate

absenceinl g

absencein 1 g

absence in 1g

absence in 1g

NLT 0.676 % 1.630 %
NLT 0.315 % 1.039 %
NLT 0.068 % 0.146 %
NLT 0.369 % 0.428 %
NLT 0.029 % 0.038 %
0.0096 % to 0.0144 % 0.0123 %
1.53 % to 1.87 % 1.68 %

complies

complies

complies
complies
complies
complies
complies

complies

complies

Conformity with the specification.

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.

Saneca Pharmaceuticals a.s.

Release for sale
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Certificate of Analysis / Certificate of Compliance

Product PINOSOL ®
Product number 12005081
Batch number 9F8026A
Bulk Batch number 9F8026
Dosage strength

Dosage form drops
Packaging size 10 ml
Manufacture date 15.05.2026
Expiry date 30.04.2029
Importing country Russia
GMID 879579

0,17g, 0,05g, 0,1g, 0,3752g, 0,0032g,/10 g

Batch LIMS HV 821092
Released quantity 93100 PACKS

Date of analysis 04.06.2026
Specification / ND LP-No(009895)-(RG-RU)-23.04.2025

Marketing authorisation No.  LP-No(009895)-(RG-RU)

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028V/2025

Do

Certified by QP: Katarina Putzova

Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028V/2025

Certified on: 05.06.2026
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