INOUSTRIA GUASICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANNU3A TOTOBOIO NPOOYKTA

PRODUCT / NMPOLYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
HasuBuHE cnpel HazanbHbLIA 4O3UPOBaHHLIN 22,5 MKkr/no2a Poccus |

ARTICLE CODE / BHYTPEHHWUN KOA NPOLAYKTA: 704534 BATCH Ne /MAPTUA Ne /;: 30764
MANUFACTURE DATE: / BATA U3FOTOBREHWA: 06/2023 C.A/CEPTU®UKAT AHANU3A: 3593/23
ANALYTICAL PROC. N°: / MTPOTOKO/ AHAJIM3A No: SRAS-OWACUG.4 EXP./ CPOK rOQHOCTH: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIU UCTOYHUK METOAOB AHANW3A: Normative documentation / HopmaTtueHag
AckymedTauma 1 N0O13821/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOA NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHMWE ®APMALIEBTUMECKOW CYBCTAHLUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALEBTUYECKON CYBCTAHUMMN: 23010347

API MANUFACTURER NAME / y
HAUMEHOBAHWE NMPON3BOAUTENA ®PAPMALEBTUMECKOW CYECTAHLIMK: Siegiried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOM3BOAUTENA DAPMALEEBTUMECKOM CYECTAHLIMMK: Germany

TESTS SPECIFICATIONS RESULTS
MNokaszatenu Creundmxaymm PesyneraTh!

Transparent or aimost transparent, almost colorless
to light yellow solution. / Npoapaussii unn nouTy
npo3padnbIil pacTeop oT noutu BecuseTHoro go | Complies / CooTeeTcTRyer
cnabo-xenToro useTta.

Description/ Onucarune

Identity/ NopnukaHocTs Retention tme of the main peak in the Compiies / CootseTcTRYET
Oxymetazoline hydrochlioride / chromatogram of the test solution should comply
OxcumeTasonuna ruapoxnopus with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi  yaepwumBaHWs  OCHOBHOrG nuka Ha
XpOMATOrpamMMe MCNBITYEMOrD PacTaopa OOMHHO
COOTBETCTBOBATH BpeMeHu yoepHKusaHas
QCHOBHOFO NK& HA XPOMATOrpaMMme CTaHAapTHOIO
pacTeopa OKCUMBTA30MNKUHE ruapoxnopuaa,
NOMYUEHHOR ApW KOMUUYECTBEHHOM OnpeaeneHun.

Benzalkonium chloride / BeHsankoHus Retention time of the mailn peak in the Complies / CooreeTcTBYET
xnopun cr}romatogrgm mf the test soluhop should comply

with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YOEPXUBEHNA OCHOBHOMO NUKA Ha XpomaTorpamme
WCRbLITYEMOr0 PacTROPa AQITHKHO COOTRETCTBOBATL
BPEMEHW  YASMKABAHWS  OCHOBHOIO MuKa Ha
XpPOMaTOFpamMme CTaHAapTHOro pacTsopa
Bexsankonmns xnopuga, NOMNYyYeHHOM npw
KONUYECTBEHHOM ONpeaeneHnn.

Clarity / NpospaynocTs The product should be not more opalescent
than reference suspension 1. / Onanecueniwms

Npenapata He ACINXHa NpesbillaTs onanecueHume | Complies / CooTeeTcrayer
3TanoHa cpapHenus |,

Color of solution / LigeTHocTs pacTBOpa The product should be not more colored than Cemplies / CooteetcTayeT
reference solution Y7, / Mpenapat gorkex Gbimob
OKpatleH He Bonee UHTEHCUBHO, YeM 3TanNoH Y7.
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia f
Ha3suBUH® cnpei HazanbHbIA AO3NPOBAHHLI 22,5 mkripoza Poccun |

ARTICLE CODE / BHYTPEHHWUI KOQ MPOOYKTA: 704534 BATCH Ne / MAPTURA Ne /: 30764
MANUFACTURE DATE: / OATA M3rOTORBMNEHWA: 06/2023 C.A ! CEPTU®UKAT AHANKW3A: 3593/23
ANALYTICAL PROC. N°: / MPOTOKOMN AHATNIN3A Ne: SRAS-OWACUG.4 EXP. / CPOK FrOAHOCTHN: 06/2026

ANALYTICAL REFERENCE / PE®GEPEHTHLIN WCTOYHUK METOOOB AHANW3A: Normative documentation / HopmartueHas
AokymenTayms 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOO NPOAYKTA KAMEHTA: 81775840

APl NAME / HAUMEHOBAHME ®APMALIEBTUYECKON CYBCTAHLKMU: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPHUM ©®APMALIEBTUYECKCH CYBECTAHUWHA: 23010347

APl MANUFACTURER NAME / 5
HAWMEHOBAHWE MPOW3BOAUTENA $GAPMALEBTUYECKON CYBCTAHLWMW: Siegiried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA GAPMALIEBTUYECKON CYBCTAHLMWK: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Crieundmkaymm Pesynbrarnl

Relative density {d 20/20) / OtHocHTenbHan From 1.006 to 1.010/ Or 1,006 ge 1,010 1,007
nnoTHocTs (d 20/20)
pH From55t0 65/ 015,540 6,5 59
Osmolality  OcmonaneiocTs From 270 to 330 mQsmol/ kg /

OT 270 Ao 330 MOGMonL/xr 275 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %, Complies / CooTeetcrayer
Weight / Cpeanas macca aosst n Uniformity of dose weight: mean dose weight
CAHOPOAHOCTE MacChl 103bI +25%.

Max. 2 from 10 doses >*25% from mean dose

weight.

But always <+ 35 % from mean dose wsight. /
CpegHssa Macca aoskl: 45 mr+15 %,

OaHopoAHOCTE MaceH! 403kl CPEdHAS Macca [03bl
+25%.

He Bornee 2 uz 10 pos > £25% or CpefHeln Maccsl
A03bL.

Ho Beerpa <+ 35% ot cpeaHei maces! 003k,

Related Substances / Poacreeduble
npuMecwu

impurity A (Hydrolysis product) / Mpumecs A
{npoayxt ruaponuaa)l

Impurity ZP-1/ pumecs ZP-1 Net more than 0.5 %. / He 6onee 0.5 %. < Detection Limit

Individual unidentified impurity / Egusuunas

Not more than 0.5 %. / He Gonee 0.5 %. < Detection Limit

Not more than 0.1 %. / He Gonee 0,1 %. < Detection Limit
HEUASHTUMLIMPORAHHAR NPUMEeCh
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonuyecreeHHoe onpegeneHne
Oxymetazoline hydrochloride / From 475 to 525 pg/mlL of oxymetazoline 04 pg/mL
OxkcrmeTaszonuHa rMapoxnopua, hydrochloride/ OT 475 o 525 mer/mn

OKCUMETA3OMMHA MMAPOXOpKAA.
Benzalkonium chloride / Benzankouus From 45 to 55 pg/ml of benzatkanium chloride/ Ot 49 pgiml.
xnopwg 45 40 55 Mkrimn BensankoHna xnopuaa
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NDUSTRIA QUTRICA F FARMALEITICH, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANMU3A TOTOBOIO NPOAYKTA

PRODUCT / NMPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/

HasuenH® crnpel HazanbHbBIA AO3UPOBAHHLIA 22,5 MKr/igo3a Poccus |

ARTICLE CODE / BHYTPEHHUWK KO NPOAYKTA: 704534

BATCH Ne /[ MAPTUSA Ne /: 30764

MANUFACTURE DATE: / ATA U3IOTOBNEHWUA: 06/2023

C.A/ CEPTUDKKAT AHANMKIA: 3593/23

ANALYTICAL PROC. N°: f TPOTOKOIN AHAT3A No: SRAS-9WACUB .4

EXP./ CPOK FrOOHOCTH: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METONOB AHANU3A: Normative documentation / HopmaTueHas

Aokymedtauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA NPOLYKTA KNUEHTA: 81775840

APl NAME / HAUMEHOBAHMWE ®APMALIEBTUMECKOW CYBECTAHLMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPWUU ®APMALEBTUYECKOW CYBCTAHLUWMW: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE MPOU3BOAMUTENA DAPMALEBTUYECKOW CYBCTAHLMMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl [

CTPAHA NPOU3BOAUTENH ®APMALIEBTUMECKOK CYECTAHLMU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenwm Cneuudmkaimn Pesynbrarsl
Microbial purity / MukpoGuonorvyeckasn , <1 CFU/ml
yucToTa Not more than 10° CFU /ml /
Total aerobic microbial count {TAMC) / OfLiee He Gonee 10° KOE/mn
yMcno aapobHbiX MUKPOORTaHU3MOB
Total combined yeast and moids count <t CFU/ml

(TYMC) / OGlee SuCno APOXKEBLIX 1
nnecHessix rpubos

Pseudomonas aeruginosa

Staphylococcus atireus

Not more than 10 CFU /ml /
He Bonee 10 KOE/mn

Absence in 1 ml/ Otcyterane B 1 mn

Absence in 1 mi/ OTtcytereme B 1 mn

Absent / OTcyreTeyIOT
Absent/ OTeyTtcTeyor

Package / Ynakogka

10ml (at least 143 doses / vial} in class HI
hydrolytic brown glass vial with a metering
polyethylene and stainless sfeel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mA (4e Menee 143 poz
BO thnakoHe) npenapaTa Bo (IaKoH KOPUYHEROIO
crekna Il ruaponuTuYackore  knacca ¢
A03UPYHOLMM YCTPGICTBOM U3 NOAWATHNEHA U
HePXaBEILLEN CTany U 3aLMTHOR KPbIWKOR. Mo 1
PNAKOHY BMECTE C MHCTPYKLMER MO NPUMEHEHWIO
B NaYKy KapTOHHYHK.

Complies / CooTtsetcrayer

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTRUU C HOPMaTUBHOR [LOKyMeHTaLMeN.

Complies / Cooteetcrayer

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bhille 25°C.

Shelf life / Cpok roaHocTk: 3 years / 3 rona
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IUSTRIA QUINICA £ FARMACELITICN, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
HasnenH® cnpei HazanbHLIA NO3MpPOBaHHLIA 22,5 Mkrino3a Poceus /

ARTICLE CODE / BHYTPEHHUW KOl NPOOYKTA: 704534 BATCH Ne / MAPTUA Ne [: 30764
MANUFACTURE DATE: / BATA U3rOTOBREHWA: 06/2023 C.A/ CEPTU®KUKAT AHANW3A: 3593/23
ANALYTICAL PROC. N°: / NIPOTOKOJT AHAINM3A Ne: SRAS-OWACUS.4 EXP./ CPOK TOOHOCTW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIN MCTOYHWUK METOOOB AHANU3A: Normalive documentation / HopmaTueHasn
AokymeHTtauwna 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOLYKTA KINUEHTA: 81775840

APl NAME / HAMMEHOBANHUE ®APMALIEBTUYECKOW CYBCTAHLMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUHYECKOWN CYBCTAHUWNM: 23010347

AP MANUFACTURER NAME / .
HAMMEHOBAHWE NMPOVU3BOAWTENA GAPMALIEBTUYECKOMN CYECTAHLWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTESNA PAPMALIEBTUYECKON CYECTAHUNU: Germany

REMARKS / Mpumeyvanue:
The Product conforms to ND/
MpoaykT cooreercryet TpeGosaHuam H/J

BATCH REMARKS / Mpumevanue ans cepum;

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. / JaHHeIM CBAAGTENLCTBYD, YTO AaHHAA MapTva NpoBepeHa B
COOTBETCTBUM € pa3peLleHNeM Ha MapKeTaHr W EBPOnenckuM pPyKGBOACTEOM N0 HAAMEXAWEW MpCW3BOACTBEHHOMR
NpakTuKe ANA NeKapCTBEHHbIX (IPOJYKTCB.

ANALIST / AHanutik DECISION / 3akmoueHue: Aﬁ\,&.@ M
3 =E

DATE / flaTa:

Miguel Rocha 3@/ )'JZ 5
M. Inés Ribeiro QUALIFIED PERSCN / OTBeTCTBEHHOE HNLO: w ;
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