SOFARIMEX

INDUSTRIA GUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOI O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpei Ha3anbHbIW AO3MPOBaHHbINK 22,5 mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUIA KO[ MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55920
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 08/2025 C.A /| CEPTUDUKAT AHATTU3A: 4356/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJTN3A Ne: SRAS-9WACUG.5 EXP./ CPOK FrOQHOCTMW: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
AokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KINUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMK: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOAWUTENA ®PAPMALIEBTUYECKOU CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOU CYECTAHUWUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneuundukaummn PesynbTtaThbl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospayHbIA UK NOYTK
npo3apauHblii pacTeop oT noutu GecuseTHoro ao | Complies / CootseTcTayeT
cnabo-xenToro useTa.

Description/ Onucanue

|dentity/ NognuHHoCcTb Retention time of the main peak in the | Complies/CootsetcTayeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepXuBaHusi OCHOBHOrO Mnuka Ha
XpoMaTorpaMmMe WCMbITYEMOro pacTBopa fOIKHO
COOTBETCTBOBATH BpEMEeHU yAEpX1UBaHUSA
OCHOBHOrO NMKa Ha xpomartorpaMmmMe CTaHaapTHOTo
pacTtBopa OKCMMETa30MmnHa ruapoxnopuaa,
Nony4eHHON NpY KOMWYECTBEHHOM OnpeaeneHun.

B Ikoni hloride / B Retention time of the main peak in the | Complies/ CooTseTcTByet
enzalkonium chioride / beH3ankoHus chromatogram of the test solution should comply
xnopva with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepX1uBaHUS OCHOBHOIO NKa Ha Xxpomarorpamme
UCNbLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHWU YAEPXWBAHUA OCHOBHOMO MUKa Ha
Xpomarorpamme cTaHaapTHoro pacteopa
OeHsanKkoHUa  xnopuaa,  MONy4yeHHoW  npu
KONIMYECTBEHHOM OnNpeaeneHnn.

Clarity / Npo3pa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHums
npenapaTta He A0MKHa NPEBbIWAaTL ONanecueHLmo
aTanoHa cpaBHeHus |.

Complies / CooTeeTcTBYET

Color of solution / LiBeTHoCcTL pacTBOpa The product should be not more colored than
reference solution Y7. / MpenapaTt pomkeH 6biTb

Complies / CooTBeTcTBYET
OKpalLieH He Gonee MHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3nBuH® cnpei Ha3anbHbLIN AO3WPOBaHHbIA 22,5 Mkr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHWW KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55920
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 08/2025 C.A | CEPTUOUNKAT AHAJITU3A: 4356/25
ANALYTICAL PROC. N°: / TPOTOKO AHANMWU3A Ne: SRAS-9WACU6.5 EXP./ CPOK FrOAHOCTMW: 07/2028

ANALYTICAL REFERENCE /| PEQEPEHTHbIUW UCTOYHUK METOAOB AHASIU3A: Normative documentation / HopmaTtusHas
nokymeHTaumsa N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOl NPOOYKTA KITMEHTA: 81775840

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOM CYBCTAHLUMMK: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLUWUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuncbmkaumnmn PesynbTathbl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT 1,006 go 1,010 1,008
nnoTHocTh (d 20/20) |
pH From5.5t06.5/ 015,500 6,5 59
Osmolality / OcmonsanbHOCTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 285 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpeaHsasa macca fo3sbl n Uniformity of dose weight: mean dose weight
OQHOPOAHOCTb Macchbl 403kl 125 %.

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

weight.

But always < * 35 % from mean dose weight. /

CpegHsisi macca Aosbl: 45 Mr+15 %. Complies / CooTBeTCcTBYET

OAHOpPOOHOCTb MacChl A03bl: CpedHsAs Macca 403bl

+25%.

He 6onee 2 13 10 go3 > £ 25 % OT cpeaHen Macchl

403bl.

Ho Bceraa <+ 35 % OT cpegHel maccel f03bl.

Related Substances / PoactBeHHble

npumecu

Impurity A (Hydrolysis product) / NMpumecs A Not more than 0.5 %. / He 6onee 0,5 %. <LD

(npoaykT rmgponusa)

Impurity ZP-1 / Npumecsb ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD

Individual unidentified impurity / EauHuynas Not more than 0.1 %. / He 6onee 0,1 %. <LD

HeuaeHTMUUMPOBaHHAs NPpUMeECh

Total impurities/ Cymma npumecei Not more than 1.2 %. / He 6onee 1,2 %. <LD

Assay / KonnyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline

OxkcumeTasonuHa rugpoxnopua hydrochloride/ OT 475 go 525 mkr/mn 503 pg/mL
oKCUMETAa30MnHA rMapoxnopuaa.

Benzalkonium chloride / BensankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot

xnopug, 45 po 55 mkr/mn 6eH3ankoHUs xnopraa 50 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HasanbHbIN 03UPOBaHHbIW 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUIA KOf] NMPOAYKTA: 704534 BATCH Ne / MAPTHUA Ne /: 55920
MANUFACTURE DATE: / AATA U3IrOTOBNEHWA: 08/2025 C.A/ CEPTU®UKAT AHAJTU3A: 4356/25
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOAHOCTW: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIH UCTOYHUK METOOOB AHAJNIU3A: Normative documentation / HopmatueHas
nokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO[l NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUN: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALEBTUYECKOW CYBECTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLINN: Germany

TESTS SPECIFICATIONS RESULTS

MokasaTenu Cneuundukaumm Pe3ynbTtathl
Microbial purity / Mukpobuonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / O6wee Not more than 10° CFU /ml / <1 CFU/ml
4YKUCno a3pobHbIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Goree 10 KO1E/ Mn

Not more than 10 CFU /ml/ <1 CFU/ml

(TYMC) / ObLuee yicno ApoxcKeBbIX U

nrnecHesbIX rppubos He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml / OTcyTcTBME B 1 MNI Absent / OtcytcTeyioT

Staphylococcus aureus Absence in 1 ml / OTcyTcTBRme 8 1 Mn Absent / OtcyTcteytoT

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / CooteeTcTayet
ackage / Ynakoska hydrolytic brown glass vial with a metering

polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 o3
BO hrnakoHe) npenapaTta Bo PriakoH KOpUYHEBOro
crekna Il rnaponutuyeckoro  knacca C
O03MPYIOLLMM YCTPOUCTBOM U3 MONUaTMMEHa U
HepKaBetoLLei cTanu 1 3alWUTHOMN KpbIKon. Mo 1
nakoHy BMeCTe C WHCTPYKLMEN MO NPUMEHEHMNIO
B MayKy KapTOHHYO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CootsercTtayeT
COOTBETCTBMM C HOPMATUBHOMW JOKYMEHTauUnen.

Storage / XpaHeHue: At temperature below 25°C. / INpu Temnepatype He Bbile 25°C,

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecsy)
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SOFARIMEX

INDUSTRIA QUINMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpeii Ha3anbHbI OO3MPOBaHHbIA 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL, NPOQYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55920
MANUFACTURE DATE: / JATA U3rOTOBMEHWUA: 08/2025 C.A | CEPTUOUKAT AHAIIN3A: 4356/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAIN3A Ne: SRAS-9WACUG.5 EXP./ CPOK TOAHOCTW: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOMHUK METOQOB AHAJMU3A: Normative documentation / HopmaTtuneHas
aokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf, NPOAYKTA KITMEHTA: 81775840
AP| NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWU CYBCTAHLIMK: 25040210
APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUMECKOWN CYECTAHLWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLIMN: Germany

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cootBeTcTBYeT TpeboBannam HJ

BATCH REMARKS / lpumeyaHue ans 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. / [JaHHbIM CBUAETENbLCTBYIO, YTO AaHHAaA NapTus NpoBepeHa B
COOTBETCTBUM C pa3pelleHMEeM Ha MapKeTUHr u EBPONEncKUM PyKOBOACTBOM MO Haanexailen npousBoACTBEHHON

ApakTuKe ANnA NekapcTBeHHbIX NPOAYKTOB.

A‘f‘ ~ /’ e
ANALIST / AHanuTuk DECISION / 3akntoueHue: A /"—"“’""-—
. 2/7 S
Sonia Chainho DATE / flata: V74 A’ Vi / az8
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULO:

4/4
IMP.7.12




