SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaausuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO MPOAOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30331
MANUFACTURE DATE: / JATA U3FOTOBIEHUA: 03/2023 C.A/ CEPTUOUKAT AHAJTN3A: 1806/23
ANALYTICAL PROC. N°: / MPOTOKON AHATNU3A Ne: SRAS-9WACUG.4 EXP./CPOK TrOAHOCT!: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHANMKU3A: Normative documentation / HopmaTusHas
AokymeHTauus 1M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KOA NPOOYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUU: 22100367

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLUMMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkauumn PesynbTaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apauHbIi Complies / CooTeeTcTBYeET
UMM NOYTU Npo3padHbii  pacTBOP OT NOYTU
HecuseTHOro 4o cnabo-XenToro UseTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTreTcTRyeT
Bpemss  yaepxuBaHWa  OCHOBHOIO nuKa Ha
XpomaTorpamMme UCMbITYEMOFO PacTBopa AO0MKHO

COOTBETCTBOBATH BpPEeMeHu yAepXUBaHUA
OCHOBHOIO NuKka Ha XpomaTtorpaMme CTaHAAPTHOrO
pacTeopa okcUMeTasonuHa Iuapoxnopuaa,

NONyyYeHHOU npwu KoONU4YeCTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the

xnopug chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTeeTtctayeT
solution obtained in the Assay test. / Bpems
YAEPXKUBAHNA OCHUBHOrO NWKa Ha XpomaTorpammMe
UCNbLITYEeMOro pacTsopa AO0MKHO COOTBETCTBOBATL
BPEMEHU YyOepXWBaHWA OCHOBHOTO nwKka Ha
Xxpomartorpamme CTaH4apTHOro pacTtBopa
GeHsankokus  xnopuaa, Nony4eHHon  npwu
KONUYECTBEHHOM OnpeaeneHun.

Clarity / Mpo3pauHocTb The opalescence of the product should not exceed

the opalescence of the reference
suspension I/purified water. / OnanecueHuus

npenapara He AOIXHA npesbiwate | Complies / CootaeTctayeT
onaneculeHunio  aTanoHa cpaeBHeHus |/Boabl
OYULLIEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® Kannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30331

MANUFACTURE DATE: / ATA U3MOTOBMEHWA: 03/2023

C.A/ CEPTUO®UKAT AHANMN3A: 1806/23

ANALYTICAL PROC. N°: / TPOTOKOIT AHAMWU3A Ne: SRAS-9WACU6.4

EXP./ CPOK TOOHOCTW: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHWK METOQOB AHAMNMW3A: Normative documentation / HopmaTtusHas

AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOQ NPOAYKTA KAVUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOWA CYBCTAHLUUW: 22100367

APl MANUFACTURER NAME /

| HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOWN CYBECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAMUTESNA ®PAPMALIEBTUMECKOW CYECTAHLINKU: Germany

TESTS
MokasaTenu

SPECIFICATIONS
Cneuundmkaummn

RESULTS
Pesynbratbl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gonmxkeH GbiTb
BecuBeTHbIM WU BbIZEPKUBATL CPaBHEHNE C
atanoHom Y7.

Complies / CooteeTcTByeT

Relative density (d 20/20) / OTHocuTensHas

From 1.006 to 1.010/ Ot 1,006 ao 1,010

nnotHocTb (d 20/20) 1007
pH From5.5t06.5/0715,5 006,5 59
Osmolality / OcmonsinsHocTb From 270 to 330 mOsmolkg / Ot 270 go 330 285

MOcmonb/kr

Related substances / PoacTBeHHbie npumecu

Impurity A (hydrolysis product) / Mpumecs A
(npopyKT rugponunaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EguHuunas
HeMAEeHTUPULMPOBaHHaA NpUMeCh

Total impurities/ Cymma npumecen

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

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

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuvecTBeHHOe onpeaenexne

Oxymetazoline hydrochloride / OkcumeTaszonvHa
rMapoxnopua

Benzalkonium chloride / BeHsankonus xnopug

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 pno 525 mkr/mn
OKCMMETAa3onuHa rmapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eHsankoHus xnopuaa

512
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannv HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUIA KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30331
MANUFACTURE DATE: / ATA U3rOTOBMEHUA: 03/2023 C.A/ CEPTUOUNKAT AHAJTTN3A: 1806/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJTU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FrOOHOCTMW: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOOB AHAMNU3A: Normative documentation / HopwmaTtusHas
aokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHUWNWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUYECKOW CYBECTAHLIUN: 22100367

API MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHUMUWU: Germany

TESTS SPECIFICATIONS RESULTS

MokasaTenu Cneuudukauuu PesynbTtathl
Microbial purity / Mukpo6uonoruieckas
yucrtora
Total aerobic microbial count (TAMC)/ Obwee Not more than 102 CFU/ml/

” <1 CFU/ ml

4Yucno aspobHbix BakTepuit He 6onee 10 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml/ <1 CFU/ml
OBLwee Yncno ApoXoKeBbIX W NMNecHEBbIX rpuBos

He 6onee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml / OtcyTcteve B 1 mn

Absent / OtcyTcTRyloT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 Mn

Absent / OtcyTcTyioT
Package / Ynakoska 10 mL in an amber glass bottle with a

polypropylene screw cap with an integrated pipette

made of glass type 3 (Eur. Ph.) and bromobutyl

rubber.

1 bottle and patient information leaflet in a carton

pack. / Mo 10 mn npenapata Bo (bnakoH TEMHOO

CTekna ¢ HaBMHYKMBaEMOn NOMUNPONUEHOBON

KpbIWKOW CO BCTPOEHHOM NUMNETKON 13 CTekNa Tuna

3 (EBp. ®.) n 6pombByTusikaydyka.

Mo 1 chnakoHy ¢ UHCTPYKLMEN MO NPUMEHEHMIO B
NaYKy KapTOHHYIO.

Complies / CootsetcTayeT

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMaTUBHOW AOKYMEHTauUuen, Complies / CootsetcTByeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepartype He Bbiwe 25°C,

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haanenh® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30331
MANUFACTURE DATE: / ATA NU3rOTOBNEHWSA: 03/2023 C.A/CEPTU®UKAT AHATIU3A: 1806/23
ANALYTICAL PROC. N°: / NPOTOKON AHANU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTM: 03/2026

| ANALYTICAL REFERENCE / PEQEPEHTHBIM WCTOYHUK METOOOB AHANMWU3A: Normative documentation / HopmaTueHas
AokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL, NPOOYKTA KIMUEHTA: 81775839

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOMN CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU ®APMALEBTUYECKOW CYBCTAHLIUU: 22100367

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAVUTENA ®APMALEBTUYECKOW CYECTAHLUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOANTENA PAPMALIEBTUMECKOW CYECTAHLWU: Germany

REMARKS / Mpumeyanwue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPeGoBaHMAM H[]

BATCH REMARKS / MpumeyaHue ana 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 CBMAETENbCTBYIO, YTO AaHHAs NapTMA NpoBepeHa B
COOTBETCTBMN C paspelieHneM Ha mapkeTwHr u EBponeiickum pykOBOACTBOM NO HaanexXallen npousBoLCTBEHHOM
npakTuKe Ans NeKapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk: J
DECISION / 3akniouenne: /- unx)Q

Vera Lopes DATE / Oara: Q !\J 7) ZOI} ‘ 2 .

Marina Marques QUALIFIED PERSON / OTBeTCTBEHHOE NNUO:
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