SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMI3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NMPOAYKTA: 704531 BATCH Ne / TAPTUSA Ne /: 30933
MANUFACTURE DATE: / OATA W3rOTOBJIEHUSA: 07/2023 C.A/ CEPTUOUKAT AHANN3A:4143/23
ANALYTICAL PROC. N°: / NPOTOKOJT AHASIU3A Ne: SRAS-OWACRV.2 EXP./ CPOK FOAHOCTMU: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIK UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTaumnsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLMUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUWU: 23010347

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

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudukaumm Pe3ynbrathi
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution, / MpoapauHbin

N NoNTU  Npo3payHbil  pacTeop oT noutu | Complies / CooTeeTtcTBYET
6ecupeTHOro Ao cnabo-xenToro useTa.

Identity/ lognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTcTBYET
Bpema yaepxuBaHus OCHOBHOrO nuka Ha
XpoMaTorpaMme UCMbITYeMOro PacTeopa A0MKHO
COOTBETCTBOBATL BpEMEHU yAepKUBaHus

OCHOBHOTO nvika Ha XpomaTorpamme
CTaHAapTHOroO pacTeopa oKCUMEeTa3onuHa
ruapoxropuaa, NOnNyYeHHO npwv

KONn4eCTBEHHOM onpeaeneHunu.

Benzalkonium chloride / BernsankoHus Retention time of the main peak in the
xropumpa, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTBeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPXKUBAHWUSA OCHOBHOIO Nika Ha XxpomaTorpamme
UCNbBITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPKUBAHUS OCHOBHOrO nuKa Ha
Xxpomatorpamme CcTaHAapTHOro pacTeopa
GeHsankoHus  xnopuga,  nonyueHHoi npw
KONMUYECTBEHHOM OnpeaeneHuu,

Clarity / MpoapayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / Onanecuenuus | Complies / CooTsetctByeT

npenapara He A0MKHA npeeblwaTh
onanecueHuwo 3TanoHa cpaBHeHua |/soabl
O4YUULEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3suBuH® kannu HazanbHble 0,025% Poccua /

_i\RTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30933
MANUFACTURE DATE: / AATA N3rOTOBNEHWA: 07/2023 C.A/CEPTU®WUKAT AHANWU3A:4143/23
ANALYTICAL PROC. N°: / TPOTOKON AHANKN3A Ne: SRAS-OWACRV.2 EXP./ CPOK FOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmatueHas
AokymedTtauumsa M N012864/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOAYKTA KINUEHTA: 81775838

API NAME / HAMMEHOBAHVE ®APMALIEBTUYECKOW CYECTAHLIMMU: Oxymetazoline Hydrochloride
APl BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOW CYECTAHLINK: 23010347

| API MANUFACTURER NAME /

HAWMEHOBAHUE NMPOU3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLINM: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE AP/

CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKON CYECTAHUWUKU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenun Cneuudonkauyum PesynbTathl
Color / LiBeTHOCTBL The product should be colorless or be comparable
to reference solution Y. / Mpenapat gonxeH 6biTb
GecupeTHbiM nnK  BoidepxuBaTL cpaBHeHue ¢ | Complies / CooTBeTcTBYET
aTancHom Ys.
Relative density (d 20/20) / OTHOCcUTeNnbHas From 1.006 to 1.010/ OT1 1,006 go 1,010
nnotHocTb (d 20/20) 1.007
pH From55t06.5/015,5006,5
5.9
Osmolality / OcmonsanbHocTbL From 270 to 330 mOsmolkg / Ot 270 pno 330
mOcmonb/kr 280
Relative impurities / PoactBeHHbIe npumecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayKkT ruaponusa)
Impurity ZP-1 / NMpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHudHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUhUYpoBaHHas NpUMech
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcvmeTasonuHa rugpoxniopug hydrochloride/ OT 237,5 no 262,5 mkr/mn 252.1
OKCUMETA30NMHa rmapoxnopuaa.
Benzalkonium chloride / bensankoHus xnopug From 45 to 55 ug/mL of benzalkonium chloride/ OT 51
45 po 55 mkr/mn 6eH3ankoHnUA xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30933

MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 07/2023

C.A/ CEPTUOUKAT AHATNN3A:4143/23

ANALYTICAL PROC. N°: / MIPOTOKOIN AHATNU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIN UICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTueHas

- AokymeHTauwa 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA MPOAYKTA KNMUEHTA: 81775838

API NAME / HAMMEHOBAHUE ® APMALIEBTUYECKOWU CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHUWN: 23010347

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUHECKOW CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneyudukayuu PesynbraTsl
Microbial purity / Mukpo6uonorudeckas
yucrorTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / <1 CFU/ml
Obuiee uncno aspobHbIx GakTepuii He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml / <1 CFU/mil

Obuiee YMCNO [POXKEBLIX WU NNECHEBLIX rPUBOB

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mMn

Absence in 1 ml/ Otcytcteue B 1 mn

Absence in 1 ml/ Otcytcteue 8 1 mn

Absent / OtcyTcTayioT

Absent / OtcyTeTeyloT

Package / YnakoBka

10 mL in an amber glass bottle with a polypropylene
screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobuty! rubber.

1 bottle and patient information leallet in a carton
pack. / Mo 10 mn npenapata BO hnakoH TEMHOTO
CTekna C HaBWHYMBAEMON NOMUNPONUIIEHOROM
KPbILUKOI CO BCTPOEHHOW NUNETKOM U3 cTekna Tvna
3 (Esp. ®.) 1 GpombByTunkayuyka.

Mo 1 dynakoHy ¢ MHCTPYKUMEN No

MPUMEHEHMNIO B NAYKy KapTOHHYIO,

Complies / CooTeeTcTayeT

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOW
DOKYMeHTauuei.

Complies / CooTBetcTayeT

Storage / XpaneHue: At temperature below 25°C. / Mpu TemnepaType He Bbilwe 25°C,

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANNU3A TOTOBOIO NPOAYKTA

| PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3aueuH® kannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOL NPOAYKTA: 704531 BATCH Ne / NAPTWUA Ne /: 30933
 MANUFACTURE DATE: / BATA U3rOTOBNEHUSA: 07/2023 C.A/ CEPTUOUKAT AHAIIN3A:4143/23
| ANALYTICAL PROC. N°: / MPOTOKOJT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTMW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHWK METOIOB AHATNU3A: Normative documentation / HopmatueHasn
AokymeHTauma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NPOAYKTA KNNEHTA: 81775838

AP| NAME / HAUMEHOBAHUE ®APMALIEBTUHECKON CYBECTAHLUMUKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPVN ®APMALIEBTUMECKOW CYECTAHLWNW: 23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOM CYBECTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPOWU3BOOAUTENR ®PAPMALIEBTUMECKOW CYECTAHUWW: Germany

REMARKS / MpumeyaHue:
The Product conforms to ND/
MNpoaykT cooteeTcTBYET TPeboBaHusm HJ

BATCH REMARKS / MNpumeuanune ansi 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 CBUAETENLCTBYIO, UTO JaHHAS NapTUs NpoBepeHa B
COOTBETCTBMW C paspelLeHWemM Ha mapkeTuHr u EBponeickim pykoBOACTBOM MO Hagfexalwlewh fpou3BOACTBEHHON
NPaKTUKE AN NeKapCTBEHHbLIX NPOAYKTOB.

Ak DECISION / 3aknioueHue: "’JZ
Vera Lopes
Joio Melo DATE/flata: 28/ a7 /’l

QUALIFIED PERSON / OTBeTcTBEHHOE NULo:
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