FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO NMPOOYKTA

PRDDUCTI MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / Hasuaun@ Kannu  HazanbHble 0 025% Poceusi |

ARTlCLE CODE/ BHYTPEHHMM KGR I'TPO,EPJKTA 704531 BATCH N" J' ﬂAF’THH NQI 30683
MANUFACTURE DATE: !HATA MSI’DTOBHEHMH 05/2023 C A / CEPTVICN KAT AHAHMSA 3070/23
ANALY’T?CAL PROC N/ ITPOTOKON AHAHMBA Ne: SRAS-QWACRYV. 2 EXP./CPOK FOQHOCTMH: 05!2026

ANALYTICAL REFERENCE / PEQEPEHTHBIW VCTOUYHWK METOIOB AHAJIM3A: Normative documentation 7 Hopwatnesan
| orvmenra s N N012964/01-221221 3

CUSTOMER INTERNAL CODE/ BHVTPEHHMH KOﬂ NPOLOYKTA K}'MEHTA 81 ?’75838

AP| NAME / HAUMEHOBAHWE mAPMAu,Equ ECKOW CYBCTAHLIMM: Oxymetazollne Hydmchioride
API BATCH NUMBER | HOMEP CEPUY ®APMALIEBTUYCCKOW CYBCTAHUNY: 22100367 .

| API MANUFACTURER NAME [ ) Tt T T e —
| HAUMEHOBAHWE NPOU3BOAUTENS ®APMALIFBTUYECKON CYBCTAHLIMM: Slegfried PharmaChemikallen Minden
* COUNTRY OF MANUFACTURE OF THE API/ —

PO ——— — - —

TESTS SPECiFICATlONS RESULTS
Mokasarenu CneynuKallvu PezynbTarkt
Description/ Onueanne " | Transparent or almost transparent, frci a nearly

coloriess to slightly ysllow solution. / Npospaunii

WM NOMTM  NPO3PavHbIf  pacTeap OT  NOYTH Complies / Coorsercrayer
BecuseTHOro A0 cnabo-XenToro yeera.

Identity/ TlopnuHiocTs Refention time of the main peak I the
Oxymetazollne hydrochloride / chromatogram of the test solution should comply
OxcumeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ Cooreercreyer
Bpems  ynepwMBEHWUS OCHOBHOIG nMxka Ha
¥POMETOMaMME UCILITYEMOrO PACTBOPA [OMKHO
COOTBETCTROBATL BpPEeMEHHM YASPRUBAHURA
OCHOBHOIo nuKa Ha XpoMarorpamme
CTAHAEpPTHOTO ~ pacTBOPA  OKCUMETa3QNuHa
ruapoxnopuaa, NOMy4eHHoN npu
KONUYECTBEHHOM ONpefenaHiu,

Benzalkonium chloride [ Bexsanxorius Retentlon time of the wmain peak in the
Xnopun chromategram of the test solution should comply
with relention ¢ nn of the main sak In the
chromatogram of banzalkonium chioride standard | Complies/ CooTeercrayer
solution obtained in the Assay test. / Bpewms
YAEPHMBAHUA OCHOBHOID NUKa HA XpoMaTtorpaMme
MCMLITYEMOTO pACTBOPA AOMKHO COOTRETCTEOBATL
BPEMEHU YABDHKMBAHWA OCHOBHOrO nuka Ha
XpoMarorpamme ¢ 1AAPTHOro pacrsopa
BeHsankouns  Xnopuna,  nonyueHHoN  npu
KONWYBCTBEHHOM OrpesaneHi,

Clarlty  MpoapadtocTs The opalescence of the product should not exceed T -
the opalescance of the reference
suspension ifpurified water. / Onanecyenuws Complies / CooTsercrayer

rpenaparta He LOMKHE npesbillaTh
OMafNecUaruMI0  3TENOHA  cpaBHeus  Boabi
et e o 1 oHulugHHOA, — — —
14
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHANU3A rOTOBOIO NMPOAYKTA

| PRODUCT / ﬂPO,D,yKT Naswm Nasat Drops 0.025 % Russm ! Hasuam-n@ xarum Haaanm{bse
ARTICLE CODE / BHYTP"—'HHWW KOﬂ NPOOYKTA: 704531

MANUFACTURE DATE ILLATA M3FOTOBI’!EHMH 0512023

arunvertanun TN 12864/01-221221

ANALYTICAL PROC Ne:/ HPOTDKOH AHAJTA3A Ne: SRAS-QWACRV 2
ANALYTICAL REFERENCE / PEGEPEHTHbIN 1 MUCTOYHUK ME rog

CUSTOMER KNTERNAL CODE / BHYTPEHHHM Kog HPOJCLV}(TA KJTMEHTA' 81775838

AP NAME / HAMMEHOBAHME QAPMAL{EBTW{ECKOM GYBCTAHHMH Oxymetazoline Hydr’ach!oride

API BATCH NUMBER / HOMEP CEPHM BAPMALIEBTUYECKOM CYBCTAHUMY: 22100367

APIMANUFACTURER NAME 7

HAUMEHOBAHUE NPOUIBOAWTENA DAPM HEBTMHECI{OH CYECTARI

COUNTRY OF MANUFACTURE OF THE API/

TESTS
Moxkaszatenwn

" Color/ UsetHocTs

‘Relative density (d 20/20) / OrHocuTenoRas
nnoTHocTk (d 20/20)

pH

Osmolality / OcmonsnsHocTs

impurity A (hydrolysis product) / Npumece A
(npoaykr moponuaa)

Impurity ZP-1 / Mprimeck ZP~1

Individual unidentified Impurity / Egunmdnan
HengeHTUhULMpOBaHHaR NPUMECH

Total impurities/ Cymma npumeceis

Assay | KonuuecTseHHOS orpeaeneHue
Oxymetazoline hydrochloride /
OxcrmeTasonuHa ruapoxnopus

Benzalkonium chloride / Bexsankorus xnopug

“From 1.006 to 1.0107 Ot 1,006 ao 1,010

Relative impurities / PoacTaeHHbie npimMec |

Not more than 1.2 % / He Bonee 1,2 %
I

1MW: Stegfried PharmaChemlkalien Minden
CTPAHA NPOU3IO/IATENSA GAPMALEBTUYECKON CYSCTAH {MM; Germany

0,025% Poccuﬁ l
BATCH Ne / ﬂAPTMﬂ Ne /: 30683

C Al CEPTMCWI K,\T AHATN P13A 3070;’23

EXP IGPOK FOQHOCTVI 05!2026 ‘l
OB AHATM3A: Normative documentation { HopmaTtuaran

SPEC!FICATtONS
Crneyncbukammn

The product shouid be colorless or be cornparabla
to reference solution Y7. / Mpenapar gorkeH BuiTs
BecuseTHbIM WM BLIASMKUBETL CPaBHeHWe C
3TanoHom Y7.

From55tc65/0r5506,6 |

From 270 to 330 mQOsmovkg | OT 270 mo 330
mOcmons/kr

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.1 % / He Sonee 0,1 %

From 237.5 to 262.5 ug/mL of oxymetazoling
hydrochioride/ Ct 237,5 go 262,5 mxr/mn
OKCUMETAI0NMHA rMapoXnopras.

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mur/mn BeHaankoHus xnopuaa -[

204

RESULTS
Pesynbrarst

Complies / CooTsetcTayeTt

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A rOTOBOIO MPOLAYKTA

PRODUCTI NPOAYKT: Nasivin Nasal Drops 0.025 % Russia/ Haannux@ Kannu HaszankHble 0,025% Paccun ,'

ARTICLE CODE/ BHVTPEHHMM KOH I"IPO.EWKTA 704531
MANUFACTURE DATE IH,ATA MBFOTOBHEHHF{ 05/2023

ANALYTICAL PROC. N° / [TPOTOKOI AHAI‘IMSA Ne: SRAS- QWACRV 2
“ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYHWK METO

|_AoxymenTayun M NO12964/01-221221

CUSTOMER INTERNAL CODE/ BHYTPEHHMM Koh HPOQYKTA KﬂMEHTA B‘I 775838

APl NAME / HAMMEHOBAHHE mAPMAuEB?W-iEGKOM CYECTAHLMV! Oxymetazohne Hydrochforlde

AP} BATCH NUMBER [ HOMEP CEPY# DAPMALIEBTUMECKOUW CYBCTAHLIVN: 22100367

APIMANUFACTURER NAME /

BATCH NQ { HAPTMR N&I 30683

C. A / CEPTM@HI{AT AHAHMBA 3070{23

EXF’ [ CPOK MOAHOCTH: 05/2025
F1OB AHAMNM3A: Normative documentation / HopwaTnaran

HAMMEHOBAHUE MPOU3BOINTENS Q‘APMAL{EBTMQECKOM CYBCTAHLIAK: Slagfricd PharmaChemikalien n Minden

COUNTRY OF MANUFACTURE OF THE API /

CTRAHA IPOM3BOAUTENRA ©APMALEBTUYECKON CYBCTAHLMN: Germany

- . e i S—
SPECIFICATIONS
Cneuuthukany

TESTS
[MoxazaTenu

" Microbial purity / MukpoGuonoruseckan
4vcrora

Total aerobic microbial count (TAMC) /
Obuwes umcno aapobHeix BakTepui

Total combined yeast and molds count (TYMC) /
Obutee YMENO APONOKEBbIX W MNECHBBLIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Package / Ynakosxa

Labeling 7 Mapkuposka

" [ 10 mL in an amber giass bottle with & polypropylens |

| According to Normative documentalion. 78

Not more than 10° GFU f mi /
He Bonee 102 KOE/mn

Not more than 10 CFU/mi/
He Bonee 10 KOE/Mn

Absence in 1 ml/ OtcyTereve B 1 mn

Absence in 1 mi/ Orcyrerane 8 1 mn

screw cap with an Integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber,

1 bottie and patient information leaflet in a carton
pack. / Tlo 10 mn npenapata 8O (hNAKOH TEMHOrO
CTEKNZ C HEBMHYMBAEMOK NOMUNPONUNBHOBOM
KPBILKOH GO BCTPOSHHOM NUNETKON Wa crekna Tuna
3 (Emp. &.) u GpomByTrnkayuyka,

Mo 1 dnakoHy ¢ WHCTPYKUMed no

NPUMEHEHUIO B NaUKy KapTOHHYIO,

COOTBETCTBUAMW C HOPMaTUBHOMR
NOKYMBHTaLue,

Storage / Xpanenue: At temperature below 25°C. / Mpu Temnepatype He soile 25°C,

Shelf life { Cpok ronsoctu: 3 years/ 3 roga

RESULTS
Pesynbrars!

<1CFU/mi

<1 CFU/mi

Absent/ OTcyreteyior

Absent/ Orcyrcrayior

Complies / CoorsetcTayer |

Complies / Cootaercrayer
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INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANW3A FrOTOBOIO NPOOYKTA

AYKT: ﬁ;;i\;i__n Nasal Drc»_;is 0.025 % Russia / @qﬁn@kamu}éaanum_ﬂe 0,025% P-;cnt-:nﬂ ]

PRODUCT / NIPO,
" ARTIGLE CODE / BHYTPEHHIH KOf MPOAYKTA: 704531 BATCH Ne/ [IAPTUS Ne /: 30683
MANUFACTURE DATE: | IATA W3O TOBHENMSL 0512023 B C.A 1 CEPTUOUKAT AHATM3A:3070/25
CAL PRQC, OTOKON AHANM3A No: SRAS-OWACRV 2 EXP. | CPOK FOQHOGTH: 0512028

. ANALYTICAL PROC, N°: / 1P
/ PEBEPEMTHBIN UCTOYHWK METOROE AHATI3A: Normative documentation / Hopvatusnas
v vmeHTayus [1ND12964/01-221221

ANALYTICAL REFERENGE 7
CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOJ, NPOLYKTA KNUEHTA: 81775838

APl NAME / HAMMEHOBAHME PAPMALEBTUYECKOW CYBCTAHLUMW: Oxymelazoline Hydrochioride

APl BATCH NUMBER [ HOMEP CEPWI GAPMALIEBTHIECKOMN CYBCTAHLMW: 22100367 ) "‘” -

J — ——
APl MANUFACTURER NAME 7

HAMMEHOBAHWE NPOU3BOAUTENS ®APMALERTUYECKON CYBCTAH! |4V Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ §
CTPAHA NPON3BOOUTENA ®APMALIEBTUIECKOR CYSCTAHUMM: Gennany

" REMARKS /Mpumevanne: ) ) ' - I
The Product conforms to NDf i
Mpoayxr cootsetcrayeT Tpebosanuam HAO

BET(mRKS_IHWaHMeAnz'tepuﬁ_— T T T ey

—— ———— - HE— - - — L —

Heraby 1 certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [auHbim CBUABTENLCTBYIO, YTD AaHAAA NapTus npoBepeHy B
CODTHETCTEWA G pA3pPelleHneM Ha MapKeTHHE W EBponefickiuM pykoBoacTsom no Hagnexaued npouIsoacTEEHHOMN
NPaKTUKe ONA NeKaPCTBEHHbLIX MPOAYKTOB.

ANALIST/ Ananutiac: DECISION / 3akniouenne: s SO ]
Alexandre Bento

Jodo Melo DATE { flaTa: ] i VA / ) }
QUALIFIED PERSON / OtaeTcTsenHoe U

44
1LIP.5.10



