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INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A TOTOBOIO NPOAYKTA

{ PRODUCTI HPO.IIYKT ‘Nasivin Nasal Drops 0. 01 % Russa_ai Hasuauu@ Kannu HasaneHbie 0,01% Poccus / j
 ARTICLE CODE / BHYTPEHHYIA KOQl IPOJYKTA: 704530 BATCH Ne / TAPTUS Ne /: 30596
 MANUFACTURE DATE: / JJATA U3rOTOBMEHUS!: 052022  C.A/CEPTUGVKAT AHATM3A: 3067/23

" ANALYTICAL PROC. N°: / IPOTOKOI AHATMU3A Ne: SRAS-9WACNM.4 EXP. / CPOK FO[IHOCTM: 05/2026

AokymenTayus [T N012964/01-221221 L o
CUSTOMER INTERNAL CODE / BHYTPEHHU KOA NPOAYKTA KHMEHTA 81?7583?

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLUA:
Oxymetazoline Hydrochloride - .

API BATCH NUMBER / HOMEP CEPWM OQAPMALIEBTUYECKOW CYECTAHLMU: 22100367

API MANUFACTURER NAME / T -
HAMMEHOBAHVE NPOM3BOAUTENS ®APMALIEBTUMECKOM CYECTAHLIMM: Siegfried PharmaChemikalien Minden

| CTPAHA NIPOM3BOANTENS ®APMALEBTUYECKOW CYBCTAHLMM: Germany

ANALYTICAL REFERENCE / PEQEPEHTHbEIN UCTOYHUK METO[JOB AHANU3A: Normative documentation / Hopmatuskas |

| COUNTRY OF MANUFACTURE OF THE AP/ T

TESTS SPECIFICATIONS RESULTS
Mokazarenu Creuucukayum Peaynerathi
Description/ Onucanue Transparent or almost transparent, from a nearly -
colorless to slightly yellow solution. / Mpozpaubii Complies /
WAM  NOYTYM MPO3payHLIi  PacTBOp OT  NOMTH CooTBeTcTayeT
BecuseTHoro go cnabo-KenToro Lsera.
Identity / MoanuxHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OKkcuMeTaszonuHa ruapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /
BpemR  ygepiuBaHWs  OCHOBHOrO [MKa Ha CooTeeTcrayer
XpoMaTorpaMme WCHBITYEMOro PacTsopa [OOIMKHO
COOTBETCTBOBATh BpEMEHU YAEPHUBAHMSA

OCHOBHOTO NKa Ha XPOMAaTOrpamme CTaHAapTHOTO
pacteopa OKCUMETA30NWHA  TWApOXNopUaa,
MIONYYEHHO! NPY KONMYECTEERHOM CNpeserneHuu.

Retention time of the main peak in the

Benzalkgnium chiotide / BaHsankonis chromatogram of the test solution should comply

Xnapua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Camplies /
solution obtained in the Assay test. / Bpems CooTtetcTeyer
yAepHUBEHNUS OCHOBHOIO finKa Ha

XPOMaTOTPamMmMe WCNLITYEMOro pacTaopa AOMKHO
COOTBETCTBOBATE BpEeMeHK yAepXKUBaHUA
OCHOBHOTO nvKa Ha xpomaTtorpamme
CTaHAaPTHOTC pacTeopa feHaankoHus xropuaa,
NONYYEHHOM NP KOMMUECTBEHHOM OfpedeneHn.
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INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOTIO NPOAYKTA

PRODUCT / IPOAYKT: Naswm Nasal Drops 0.01 % Russaal Ha3neuH® Kannu Ha3aanble 0 01% Poccuﬂi

_ ARTICLE-CODE I BHYTPEHHMW KO NPOQYKTA: 704530 BATCH Ne/ E'IAPTIAH Ne f: 30596 - I
. MANUFACTURE DATE: / AATA U3rOTOBIEHMWSA: 05/2023 C Al CEPTH‘DHKAT AHAJ’]M3A 306?I23
ANALYTICAL PROC. N° | TPOTOKO/T AHAJA3A Ne: SRAS-9WACNM.4 EXP / CPOK I'OﬂHOCTI/‘I 05i2026

| ANALYTICAL REFERENGE / PE®EPEHTHBIA NCTOUHVK METOOB AHANU3A: Normative documentation / Hopmatvenas
AorymedTauyns M NO124964/01-221221

I CUSTOMER INTERNAL CODE / BHYTPEH HWUA KOO NMPOLYKTA KITUEHTA: 81 775837

API NAME / HAUMEHOBAHWE S©APMALIEBTUYECKOW CYBCTAHLWM:
_Oxymetazoline Hydrochloride .
APl BATCH NUMBER { HOMEP CEPUW mAPMAUEBTML{ECI{OH CYECTAHL;MM 221 00367
| APl MANUFACTURER NAME | ) B i
HAMMEHOBAHWE NPOU3BOOWTENA ®APMALEBTUYECKON CYBECTAHUVMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE APl / . .
CTPAHA NPOU3BOANTENA GAPMALEBTUYECKON CYBCTAHLMN: Germany B L _
TESTS SPECIFICATIONS 1 RESULTS
Mokazarenu Cneuundukaymmn l Peaynsratst |
— - < - e - - S— .__.,__'
Clarity / NpospayHocTs The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecuenuus Complies /
npenapara He LOMKHA npesbilaTh CooTeetctByeT
onanecueHUWo  3Tanoda cpasHeHuA  l/Boabl
OYMLLEHHON.
Color / UsetHooTh The product should be coloriess or be comparable -
to reference solutlon Y7, / Mpenapar gomxeHx BbiTs
GecliBeTHbIM MW BbIOEPXUBATL CPABHEHWE C Complies /
aranoHom Yz, CooTsetcTayer
Relative density (d 20/20) / OTHocuTenbHas From 1.008 to 1.010/ Ot 1,006 go 1,010 T
nnotHocTh (d 20/20) 1.006
" pH - From5.5t0 6.5/075,5 40 6,5 N o
5.9
" Osmolality / OcmonsnsHocTe " | From 270 to 330 mOsmolkg / O7 270 po 330 T
mOcMonb/Kr 284
| Relative impurities / PoAcTBeHHble npumecn )
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npopykT rugponuaa)
impurity ZP-1 [ Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < LD
Individual unidentified impurity / EanHuuHan Not more than 0.1 % / He Gonee 0,1 % <LD
HeWaeHTUbULKMPOBaHHAR NpUMECh

Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD

Assay | KonuuecteeNHoOe onipeaeneHme

Oxymetazoline hydrochicride / From 92.5 to 102.5 pg/mL of oxymetazoline
OxkcumeTazonuya rnapoxnopus hydrochloride/ O1 92,5 no 102,5 mkr/mn 99.1
| okcuMmeTazonuHa ruppoxnopuaa.
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INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A rOTOBOIO NPOAYKTA

PRODUCT / FIPO.D.VKT Nasivin Nasal Drops 0.01 % Russtal Haausuu@ KANNU HazanbHble 0,01% Poccun/

ARTICLE CODE ! BHVTPEHHMH KOO NPOOYKTA: 704530 BATCH Ne / HAPTMH Ne /: 30586
MANUFACTURE DATE IﬂATA VISFOTOBREHMH 05[2023 C Al CEPTM(DHKAT AHAITA3A: 3067}23
ANALYTICAL PROC N° {APOTOKON AHAJ'II/ISA N° SRAS-9WACNM.4 EXP, ! CPOKTOOHOCTW: 05/2026

ANALYTICAL REFERENCE / PE®GEPEHTHLIW UCTOYHUK METOROB AHANU3A: Normative documentation / Hopmatuanas
gokymeHTauus [ N012964/01-221221 e S i

CUSTOMER INTERNAL CODE/ BHVTPEHHMM KOO NPOAYKTA KI'IMEHTA 81775837

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLMUK: T T ’
Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPMH ®APMALEBTUMECKOH CVECTAHLWWI 22100367

" API MANUFACTURER NAME / T o |
| HAUMEHOBAHUE NPOM3BO/MTENS GAPMALIEBTUMECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden _x

""COUNTRY OF MANUFACTURE OF THE API / )
CTPAHA NPOY3BOOMTENS GAPMALEBTUYECKONM CYSCTARLMMU: Germany

TESTS SPECIFICAT!ONS RESULTS
Nokazatenn Creuundmkaumm PezynbraTsi
Benzalkonium chloride / Bexsankokus xnopug ~, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 45
45 fo 55 mxr/mn GeHsankoHus xnopuna
Microbial purlty / MukpoGuonormyeckan o ) - -
4HUCTOTA
Total aerobic microbial count (TAMC)/ Nat more than 10° CFU / mi /
06 & " <1 UFC/ml
uiee “ncno aspobHeix GakTepui He 6ones 10° KOE/un
' Total combined yeast and molds count Not more than 10" CFU /m!/
(TYMC) / OBLuee UMCHo APOXOKEBBIX 1 i 1 <1 UFC/mi
nnecHesbIX rpubos & Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 mi/ Orcyrecrame B 1 mn
Absent/mi
. Staphylococeus aureus Ahsence in 1 ml/ OtcytcTeve B 1 mn Absent/mi
| - 5 mL in an amber glass bottle with a polypropylene | 7
. Package / Ynaxosxa screw cap with an integrated pipette made of glass
type 3 {Eur. Ph.) and bromobutyl rubber,
1 bollle and patient information leaflet in a carton :
pack. / Mo 5 mn npenapaTa BO HRAKoH TEMHOTO Complies / !
CTEKNA € HABWHYMBAEMOW MONUNPONUIEHOBON CooTsercrayer
KPBILLKOW CO BCTPOEHHOMW NUNeTKol va cTekna Tuna
3 (Esp. ®©.) u GpomByTUnKayuyKa.
Mo 1 thnakoHy € UHCTPpYKUWeit no
NPUMEHEHMIO B NAYKY KAPTOHHYIO,
Labeling / Mapkvpoeka According to Normative documentation. / B Complies /
COOTBETCTENW C HOPMATUBHOM Cocteetcreyer
| ACKyMeHTalLvelt.
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INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A FOTOBOIO NPOAYKTA

rPRODUCTI MPOAYKT: Nasivin Nasal Drops. 0.01 % Russia/ HasauBuH® kannu HasanbHble 0,01;;’0 Poccua /

ARTICLE CODE / BHYTPEHHMWI KOO NPOAYKTA: 704530 BATCH Ne / TAPTHS Ne /: 30596 —
MANUFACTURE DATE: / JATA W3rOTOBNEHNS: 05/2023 C.A ! CEPTU®UKAT AHAMU3A: 3067/23 }
ANALYTICAL PROC. N°: / TPOTOKON AHATMM3A Ne: SRAS-OWACNM.4 EXP./CPOK FOJHOCTH: 052026

ANALYTICAL REFERENCE / PEGEPEHTHBI UCTOYHUK METOTOB AHANM3A: Normative documentation | Hopmarusran
dokymeniagma [ NG12654/01-221221 .

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO MPOLYKTA KNUEHTA: 81775837

API NAME / HAMMEHOBAHWE ®APMALIEBTUHECKOW CYBCTAHLNM: o -
_Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPMM ®APMALIEBTUYECKOW CYBCTAHLIWM: 22100367

API MANUFACTURER NAME / ~ T - T
HAVUMEHOBAHWE NPOV3BOMUTENR GAPMALIEBTUMECKOM CYBCTAHLINM: Siegfried PharmaGhemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP/ )
[ CTPAHA NPOU3BOAUTENA GAPMALEBTUYECKON CYECTAHLMM: Germany

TESTS SPECIFICATIONS RESULTS
Tlokasatenu Crneundukaumm PeaynbTars!

i Storage / Xpatehue: At temperature below 25°C. / Mpu TemnepaType He Boiwe 25°C,

Shelf life / Cpok roguocTh: 3 years / 3 roaa

[ REMARKS / Mpumeyanue:
I The Product conforms to ND/
Mpoay«r cooTeetcTayeT TpebosaHuam HA

BATCH REMARKS / MpumeyaHue ans cepun:

Hereby | certify that this ot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [JanHbiM CBUAETENBETEYI0, YTO A3HHAS NapT#a nposepeHa B
COOTBETCTBMW C pa3spelleHneM Ha MapKeTWHr v Esponeiickuv pyKOBOACTBOM MO Hagnexallei npown3BogCTBEHHOM
MPaKTHKe ANst NEKapCTBEHHLIX NPOAYKTOB.

DECISION / 3akmiovenue: 1z
Alexandre Bento DATE / Nara: /2 41

Teresa Fernandos QUALIFIED PERSON | Otsetcraentoe mauo: |/

R A e i S— i n— U—— el

ANALIST / AHanuTuk:
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