INGUSTRIA QUIRICA F FARIMACEUTICN, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPCAYKT: Nasivin Nasal Drops 0.025 % Russia/ HazauBuH® kannu HazaneHsle 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWIA KOO NPOOYKTA: 704531 BATCH N2/ NMAPTWUA Ne /: 30716
MANUFACTURE DATE: / IATA U3TOTOBINEHUA: 05/2023 C.A[CEPTUDUKAT AHATIN3A:3579/23
ANALYTICAL PROC. N° / NIPOTOKON AHANWU3A No: SRAS-OWACRV.2 EXP./ CPOKTOOHOCTW: 05/2026

ANALYTICAL REFERENCE [ PEPEPEHTHbBIN UCTOYHUK METOOOB AHANKW3A: Normative documentation § HopmaTueHas
AoxkymeHTtauus M N012064/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOO NPOAYKTA KIUEHTA: 81775838

APl NAME | HAMUMEHOBAHWE ©®APMALIEBTUYECKOW CYBCTAHUNN: Oxymetazoline Hydrochtoride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUMECKOW CYBCTAHILMW: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOJWTENA GAPMALIEBTUMECKOW CYECTAHUMWMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ }
CTPAHA NPOU3BOANTENA SAPMALIEBTUYECKOW CYECTAHLUMWMK: Germany

TESTS SPECIFICATIONS RESULTS
Nokaszatenu Cneundmkaumm Pezynstathl
Description/ Onucanue Transparent or almaost transparent, from a nearly

colorless to slightly yellow solution. / MNpospavuHbiik
nnk NOYTW  npospawHeld  pactop o7 noutw | Complies / CooTtaeTcTayeT
SecuseTHoro Ao cnabo-xenToro yeeTa.

Identity/ MoanurHocTs Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTasonuya rmapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ Cooteetctayer
Bpema yaepxuBarus OCHOBHOrO nNWka Ha
XpOMaTorpamMe UCTLITYEMOro PacTaopa A0MKHO
COOTBETCTBCBATH BPEMEHM YASPHRUBAHWUA

CCHOBHOTO nKa Ha xpoMmaTtorpamme
CTaHAaPTHOIO pacTteopa OKCUMETa30nNuHa
rMapoxnopyaa, NONYYEHHOR npu

KONMYECTBEHROM ONpeasneHu:,

Benzalkonium chloride / BeHaankornus Retention time of the main peak in the
Xnopup chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram cf benzatkonium chioride standard Complies / CootreTcTRYET
solution obtained in the Assay test. / Bpewmn
YAEDKMBAHUA OCHOBHOTO NKKA HA XpOMATOrpamMme
UCNBITYEMOro pacTBopa JOMKHO COOTBETCTBOBATE
BPEMEHU YAEPMWBAHWUS OCHOBHOMO MWMKa Ha
XpomaTorpamme cTaHAapTHOrO pacTeopa
GeHsankoHus  xnopuaa,  NonyuerHon  npu
KONWYECTBEHHOM ONpeaenaHiu,

Clarity / NpospauHocTs The opatescence of the product sheuld not exceed
the opatescence of the reference
suspension lpurified water. / Onanecueruun Complies / CooteeTcTBYST

npenaparta He Aon¥HAa npeBbIllaTh
onanecuUeHUMIo  aTancHa cpaeBHeHws  1/8oabl
QYALLIEGHHOA.
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INQUSTRIA QUIRGICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A IF'OTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaausuH® kannu HasansHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUWK KO NPOAYKTA: 704531

BATCH Ne f MAPTWA Ne /: 30716

MANUFACTURE DATE: / HATA U3FOTOBNEHWA: 05/2023

C.A/CEPTUDPUKAT AHANN3A:3579/23

ANALYTICAL PROC. N°: / MTPOTOKON AHANW3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOAHOCTW: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIM UCTOUYHUK METOOB AHANWU3A: Normative documentation 7 Hopmatnenan

Aogymertauna N NG12964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHNN KO NPOLYKTA KIMMEHTA: 81775838

APl NAME / HAUMEHOBAHVE ®APMALIEBTUMECKOWN CYBCTAHLUWN: Oxymetazoline Hydrochloride

AP BATCH NUMBER / HOMEP CEPUM ©APMALIEBTUYECKOW CYBCTAHLUVN: 22100367

API MANUFACTURER NAME /

HAMMEHOBAHUE NPONIBOOUTENA ®APMALIEBTUHECKON CYBCTAHLIMU: Siegfried PharmaChemikatien Minden

COUNTRY OF MANUFACTURE OF THE APL/

CTPAHA NPOVU3BOAUTENA QAPMALEBTUYECKON CYECTAHLMW: Germany

TESTS
MokazaTenwu

SPECIFICATIONS
CneyudMKkaumnm

RESULTS
Pesynbrarit

Color / UseTHocTs

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH Gbith
JecuBeTHEIM WKW BbOEpPXUBATL CpaBHEHVE ¢
aTanoHom Yz.

Complies / CooTeercTByeT

Relative density (d 20/20) / OtHocuTenbHan

From 1.006 to 1.010/ O1 1,006 a0 1,010

nrorHocte (d 20/20) 1.007
pH From55t06.5/07550086,5
59

Osmolality / OCMONANLHOCTE From 270 to 330 mOsmolkg / OT 270 ao 330

MOCcMone/Kr 283
Relative impurities / PogcteeHHble npumeck
Impurity A (hydrolysis product) / Nprmeck A Not more than 0.5 % / He Bonee 0,5 % <iD
{(NPoAYKT rmaponuaa)
Impurity ZP-1 / flpumect ZP-1 Not more than 0.5 % / He Gonee 0,5 % <1.D
Individual unidentified impurity / Eanununasn Not more than C.1 % / He bonee 0,1 % <(0.1%
HEMAEHTUDULMPCBAHHAR NpUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <0.1%
Assay / KonuvecTBeHHOe onpegenesune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxecumeTasonvHa ruppoxnopua hydrochieride/ Or 237.5 1o 262,5 mxr/mn 250.0

OKCUMETA30NMHEa rmapoxnopuaa,
Benzalkonium chloride / Benzankonna xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47

45 40 55 mrr/fmn 6eH3ankoHWA Xxnopuaa
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INERISTRIA QUINICA £ FARMACEUTICS, 8.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® Kannu HasanbHbie 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUW KOA ANPOOYKTA: 704531

BATCH N2 /NAPTWA Ne [: 30716

MANUFACTURE DATE: / QATA U3TOTOBHNERWA: 05/2023

C.A/CEPTUDUKAT AHANMN3A:3579/23

ANALYTICAL PROC. N°: / TPOTOKGCN AHANM3A N2: SRAS-OWACRV.2

EXP. { CPOK FOOHOCTW: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIXN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTwsHas

AokymeHTauus [ NO12964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUWIA KO NPOAYKTA KMUEHTA: 81775838

APl NAME / HAMMEHOBAHWUE ¢ APMALIEBTUMECKOW CYBCTAHUWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEFUU @ APMALEBTUYECKOW CYBCTAHLIMA: 22100367

APi MANUFACTURER NAME /

HAMMEHOBAHWE NTPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP] /

CTPAHA NPOU3BOJAUTENA PAPMALIEBTUMECKOW CYSCTAHLIMY: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneumndcbuxaymu PesynbTarsl
Microbial purity / Muxpo6uonoruyeckas
YUCTOTA
Total aerobic microbial count (TAMC)/ Not more than 10° CFU / ml / <1 CFU/ml
Obiee yneno aspobhbix bakTepirs He Sonee 102 KOE /s
Total combined yeast and molds count (TYMC) / Not more than 10 CFU / mi / <1 CFU/ml

Ofuiee Yucno ApoXOKeBsIX U NIECHEBLIX rprubos

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10" KOE/mn

Absence in 1 ml/ Orteytcteue 8 1 mn

Absence in 1 ml/ OTteyTcrsme 8 1 mn

Absent/ Orteyterayor

Absent / OTcyteTeyior

Package / Ynakoska

10 mb in an amber glass botlle with a polypropylene
screw cap with an integrated pipetie made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 botile and patient information leafiet in a carton
pack. / Mo 10 mn npenaparta Bo nakoH TEMHOM
CTexna ¢ HaBMHUYUBAEMOW RONUNPONMISHORON
KPBILWKOR CO BCTROBHHOH NUNETKOR 13 crekna Tvna
3 (Esp. @.) u BpomByTunkayyyka.

Mo 1 thriakoHy © MHCTPYKUMEA No

NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Complies / CooTseTcTayeT

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUW C HOPMaTHUBHOH
ACKYMEHTaLeN.

Complies / CooTtaetcrayeT

Storage / Xparnenue: At temperature below 25°C. / Mpu TemnepaTtype He Bhitue 25°C,

Shelf life  Cpok rogrocTu: 3 years / 3 roga
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EX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANKU3A MOTOBOIC NPOAYKTA

PRODUCT / NPOLYKT: Nasivin Nasal Drops 0.025 % Russia { Hasuarn® kanny HazansHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWIW KO NMPOOYKTA: 704531 BATCH Ne / NAPTWA Ne /: 30716
MANUFACTURE DATE: f DATA U3TOTOBAEHWA: 05/2023 C.A [ CEPTUDGUKAT AHATINIA:3579/23
ANALYTICAL PROC. N°: / MPOTOKON AHAJTM3A Na: SRAS-OWACRV.2 EXP. I CPOK TOQOHOCTH: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM NCTOYHMK METOLOB AHARW3A: Normative documentation / HopmatueHas
Aokymertaumsa N NO12964/01.221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOf NPOAYKTA KINUEHTA: 81775838

AP! NAME / HAMUMEHOBAHMWE ®APMALIEBTUYECKOWN CYBCTAHUMU: Oxymetazoline Hydrochloride

AP BATCH NUMBER / HOMEP CEPHIA ®APMALIEBTUYECKOW CYBCTAHUWW: 22100367

APl MANUFACTURER NAME / _
HAMMEHOBAHMKE NPON3BOOWUTENA @ APMAUEBTWUYECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APIL/ .
CTPAHA NPON3BOAUTENA @APMALEBTUYECKON CYECTAHLIMU: Germany

REMARKS / MpuMevaHne:
The Preduct conforms to ND/
MpogykT cooTBeTCTRBYET TpetoBaHusim HI

BATCH REMARKS / MTpuMevanmne ann cepun:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / HavHbiM CBUAGTENLCTBYID, YTO AAHBAA NAPTUS NPOBEPeHa B
COOTBETCYBUK C PA3PELIEHMEM Ha MapkeTuHr M EBPCNeRcKMM PYKOBCACTBOM MO HagNexallel npowiBcACTBEHHOH
NpakTUKe ANS NeXapCTREHHLIX BPOAYKTOS.

£
. . 7
ANALIST | Ananutak: DECISION / 3akniouenne: i VO (X
Miguel Rocha Ly B e -
M. Ines Ribeiro DATE / fata: > Q& ZQJZ 5 -
QUALIFIED PERSON / OteetrCTBeHHOe AULO: L 54
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