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CERTIFICATE OF ANALYSIS

CEPTUP®HUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
ITponykT: AnnepBsii TaGIETKH, NOKPBIThIE TIIEHOYHOM 060J104KOM, 5 MT

Market / PpiHoK : Russia / Poccust

Batch No. / . C2512985 Batch Quantity / ; 1040300 tab /

Cepus Ne Pa3zmep cepun 1040300 ta6

Analytical Repovrt No./ . 890001845066 Date of Analysis / . 31/10/2025

AHanuTHyeckuii oryer No Jlata aHaamM3a

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

JaTta mpousBoacTBa T'onen no

Mfg. License No. / )
IIpousBoacTBEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JnueH3ust Ne

Analysis performed according ND No / Anaan3 nposeaen no HJI Ne: JIII-Ne(001333)-(PI"-RU) dt. 15.11.23 /

JIII-Ne(001333)-(PT-RU) ot 15.11.23

Page10of 6/ Crp. 1 u36

Ne Test / IlloxazaTens

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance / Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHbIE
JIBOSIKOBBIITYKJIBIE TabneTku,
TIOKPBITEIE TUIEHOUHOH 000J049KOH
Genoro mBeTa, ¢ OAHOH CTOPOHBI
rnajkKue, Ha Jpyroif CTOpoHe
rpaBupoBka «R 5». Ha monepeunom
pazpese sapo 6en1oro LUBeTa.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBaNlbHBIE JBOSKOBBITYKIIBIE
TabJIeTKH, TOKPHITHIE MJICHOYHOW 00010YKOM
6enoro MM mouTH OeNoro 1BeTa, ¢ OJHOM
CTOpOHBI T[JIaJiIkKue, Ha [ApYroi CTOPOHE
rpaBupoBka «R 5». Ha nmomepeunom paspeze
SApo OT 6enoro 1o NouTH 6enoro UBeTa.

2 | Identification
Levocetirizine/
HpenTuduxanus
JleBoUeTHPHU3HH

Complies as prescribed /
CootBercTByeT TpeHOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBaHHA
OCHOBHOrO [MHKa Ha  XpOMarorpamme
HCIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHM  yAECPKUBaHHS
OCHOBHOTO ITMKa Ha XpOMaTorpaMMe pacTBopa
cTaHmapTHOro obpa3la JICBOLETUPH3HUHA
nuruapoxyopuna (paszaen «KoluuecTBeHHOE
OTIpEAEIICHUE).

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cooTBETCTBYET TpeOoBanuam H/JJ

Conclusion : APPROVED /
Zaxmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosineHo: @ [1poBepeHo: L@. Ono6peno: Menemkep / PyKoBoguTeb
Date / ~ — Date / Y02 Date / e . %)f
Hara: 2/ —(0-20 Jlara: i R S Hara: g




Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Iponyxr: Annepssit TabaeTKH, MOKPHITHIE MIIEHOYHOM 060J10UKOM, 5 MT

Market / PoiHok : Russia / Poccus

Batch No. / . C2512985 Batch Quantity / . 1040300 tab /
Cepus Ne i Pasmep cepnn * 1040300 Tab
Analytical Repovrt No./ . 890001845066 Date of Analysis / . 31/10/2025
AHanuTHYECKHi oTueT Ne Hata ananuza

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028
JaTa npon3BoacTBa I'open g0

Mfg. License No. /

IIpoussoacTBeHHas 1 59/RR/AP/97/F/R

JuueH3us Ne

MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Analysis performed according ND No / Anaaun3s nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIM-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 6/ Crp.2 3 6

3 | Average weight /
Cpeansas mMacca

134.60 mg / 134,60 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr £ 4 % (ot 127,92 1o 138,58 mr)

4 | Disintegration /

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 musn

Pacnagaemoctsh
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 100% 0dlhydrochlonde: after 20 min. / He menee 80
' % (Q) OT HOMHHAJIBHOTO COJEpPIKAHUS
Unit-3 / Tabn.-3 99 % JICBOIIETUPU3WHA JUruapoxyiopuzaa depes 20
Unit-4 / Tabn.-4 102% | "
Unit-5 / Tabn.-5 99 %
Unit-6 / Ta6.-6 94 %

6 | Related Substances / PojcTBeHHbIE IPHMeECH

Impurity C / IIpumecs C

Impurity A /ITpumecs A Not detected / He obHapyxeHa

Impurity B/Tlpamece B )00 1100 (OQ =0,008%) /
Huxe npenena Konu4eCTBEHHOIO
onpenenenus (ITKO =0,008%)

Not detected / He o6HapyxeHa

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6o1nee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

[loaroroBnexo: @ IIposepeno: @ OnobpeHo: MeHe'}Bfep / PykoBopuTens
Date / Date / Date / '
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepssii TabneTKy, MOKPBITIE [IIEHOYHOM 060104KOH, 5 Mr

Market / PoiHox : Russia / Poccnst

Batch No. / ) Batch Quantity / . 1040300 tab /

Cepua Ne s CES12965 Pazmep cepuu * 1040300 tab

Analytical Repovrt No./ . 890001845066 Date of Analysis / . 31/10/2025
AHanuTHYecKHI oTyeT No Jlata aHasu3a

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

JaTa npoM3BOACTBA Coxen a0 - o
Mfg. License No. /

IlponsBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(001333)-(PT'-RU)
anuensus Ne

Analysis performed according ND No / Ananus nposeaes no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIM-Ne(001333)-(PI'-RU) ot 15.11.23

Page3 of 6/ Crp.3 m36

Impurity D / [Ipumecs D Not more than 0.4 % / He 6onee 0,4 %
0.01%/0,01%

Impurity E / Ilpumecs E Not more than 0.4 % / He 6onee 0,4 %
0.03%/0,03%

Impurity F / IIpumecs F Below LOD (LOD =0.014%) / Not more than 0.4 % / He 6onee 0,4 %
Hmxe npenena obuapyxenus (110
=0,014%)

Impurity RCT-3 / Ilpumecs Not more than 0.30 % / He 6onee 0,30 %

RCT-3 0.06% / 0,06%

Any individual unidentified |gejow BDL (BDL= 0.05 %) / Hixe Not more than 0.2 % / He 6onee 0,2 %

impurity / Jlxobas enuHuHas |yopora peructparuy (1P =0,05 %)

HEHJCHTU (UM POBAHHAS

IPUMECH

“Total impurities / 0.1 %/0,1 % Not more than 1.5 % / He Gonee 1,5 %

CyMmma npumecei
7 | Chiral purity / XupanbHas Not detected / He o6HapyXeHa S-isomer — not more than 1.5% /

SR S-uzomep — He 6onee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBanusaM HII 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosnexo: @/ IIposepeHo: &@, Onobpeno: Menemkep / Pykosoaurens
P

Date / . R Date / . < | Date/ e 202
Jara: 24— tod Jara: % -k JNara: =
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

ponyxr: Annepssit TabneTkH, MOKPHITHIE MIEHOYHOH 060JI0UKOM, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 1040300 tab /

Cepus Ne i Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001845066 Date of Analysis / . 31/10/2025

AHajauTHyecKUii oTueT No JlaTa ananu3a

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jara npousBoacTea T'oaeH no

Mfg. License No. / o
ITpousBoncTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)

Junensusi Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIIT-Ne(001333)-(PT'-RU) ot 15.11.23

Page40of 6/ Crp.4 136

8 | Loss on drying / IloTeps B
Macce NpH BbICYIIMBAHHH

29%/2,9%

Not more than 6.0 % / He 6onee 6,0 %

9 | Microbiological purity*/ Muxpoouosoruueckasi YHcToTa*

a) Total Aerobic Microbial
Count / Ob1iee yucno
a’pOOHBIX MUKPOOPTaHH3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / Ob1ee unucno
IPOXOKEBBIX U MIECHEBBIX
rpu6oB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcytctBYeT B 1 T

Shall be absent in 1 gram /
OtcyrctBUe B 1 T

Acceptance value (AV) should not be more

10 | Uniformity of dosage units /
OaHopoAHOCTH than 15.0./ Tloxa3arens npuemnemoctu (AV)
22022
J103UPOBAHHS IomkeH ObITh He Oonee 15,0.
11 | Assay / KonuuecTBeHHOE Between 4.75 mg and 525 mg of
onpejeeHne 4.92 mg /4,92 mr levocetirizine dihydrochloride per tablet. /

Ot 4,75 mr po 5,25 Mr neBoLleTHpH3NHA
IUTHAPOXJIOpUIA B TaOJETKE.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: @ [TposepeHo: Lé@. Onobpeno: Menemxep / PykoBoauTenb
PX=—.

Date / ) Date / Date / = _20>5
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IpoayxT: Annepesit TAGNETKH, MOKPHIThIE IIEHOYHOM 060JI0UKOM, 5 Mr

Market / Poinok : Russia / Poccus
Batch No. / : Batch Quantity / . 1040300 tab /
Cepns Ne p IS Pa3mep cepun " 1040300 ta6
75 - . =
nalytical Repo“rt No./ . 890001845066 Date of Analysis / . 31/10/2025
AHannTHYecKHit oTueT Ne JaTa aHasau3a o
Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028
Jata npoussoacTea Toxen xo
Mfg. License No. /
IlpousBoacTBEeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JIMueH3usa Ne

Analysis performed according ND No / Anaius nposegen o HJI{ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIT1-Ne(001333)-(PT-RU) ot 15.11.23

PageS5of 6/ Cip.Su3 6

12 | Packaging / YnakoBka 10 tablets in a (PVC/AIV/PVC) foil / | 7 or 10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Ilo 10 Tabnetox B |/ Ilo 7 wumu 10 Ttabnerox B Gmucrep u3
6muctep u3 (ITIA/AJ/TIBX) donsru | (TIA/AJI/TIBX) doasrn /  amoMuHueBoH
/ amomunueBoii ¢oneru. Ilo 3 | donsru. Ilo 1, 2 unm 3 Gaucrepa Bmecte ¢
GJaHCTEpa BMECTE C MHCTPYKLIMEH MO | MHCTPYKLHUEH MO NPUMEHEHHIO (JIMCTKOM-
IPHMEHEHHIO (MUCTKOM- | BKJIazplIeM) B MAYKy KapTOHHYIO.
BKJIAJIBIIIIEM) B TAUYKy KAPTOHHYIO.

* 1t is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per year).

The indicator may not be included in the firm's certificate of analysis.
* [TPOBOZIHTCA MPOMIBOANTENEM TIPH BHITTYCKE [IEPHONNHEECKU (C HHTEPBANOM OJIHO HCMbiTanye Ha 10 cepnit nim He Menee 1 pasa B rox).

[MTokasatens MOXeT GBITh He BKJIIOYEH B cepTHUKAT aHaTu3a GUpMb

API name / HaumenoBanue ADPC:

Levocetirizine dihydrochloride / JleBoneTupr3vHa JUrHAPOXIIOPUL

Levocetirizine / JIeBOLETUPH3UH

Homep cepuu cybcTanumn
upoussoxuTens I'JID:

INN / MHH:

API manufacturer batch number / ACSH001894
Howmep cepun npoussoauresia ADC:

FP Manufacturer API Batch number / FCSA01102

API Manufactured by & country /
Hpoussonutenab APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu’c JIaboparopuc JIta., Mumus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [IpogyKT cooTBeTCTBYET TpeboBanusm HJI 3axkmouenne: OJOBPEHO

Prepared by / V. Checked by / Approved by: Manager/Executive /

IToAroTOBNEHO: (= ITpogepeHo: m Ono6peno: Menemwiep / PykoBonuTesb
P .

Date / — Date / s Date / ) e—1 & — 2078

Jlara: ) =10=2023 Hara: 3\~10 =202 Jlata: kil




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg "
Mpomywer: Annepsaii TaGAeTKH, NOKPLITHIE TIEHOYHOH 0GONOUKOIT, 5 MI
Market / Poinok : Russia / Poceust
B‘atch No./ . 2512985 Batch Quantity / . 1040300 tab /
Cepusa Ne Pazmep cepun 1040300 ta6
Analytical Report No. / . - Date of Analysis /
AHanuTHYecKHi 0TYeT Ne t B20001545086 JaTa ananusa = 31/10/2025
Date of Manufacture / ) Date of Expiry /
e — : 23/09/2025 IFoen 10 : 31/08/2028
Mfg. License No. /
ITpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI-RU)
JdHueH3ust Ne
Analysis performed according ND No / Auanns nposesen no HJ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 6 of 6 / C1p. 6 u3 6

. L. Survey Ne4l, (Formulations Technical Operations - Unit-III),
?;“I;ealfjf‘;':‘:fni“ts'i;’e“/zét;;’l‘t‘rmff: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
HanmerHoBaHme. A1Dec H HoMe State, India (License No 59/RR/AP/97/F/R)
pr—— ’a ﬂ,?,,, P Vyactok Ne 41, (TIpoussoacteennoe noapasneneuue-1II), Bauynanmm
- i . me ; g Bumnamk, bauynanna Mannain, Meauan Mankamkrupu HJuctpukr,

b )::330 CTBO’/‘:ZOHT - bauynannu (B), bauynamniu (M), Meauan-Mankamkrupu (JT), wrar
P A p Tenanrana, Uunus (JIuuensus Ne 59/RR/AP/97/F/R)
KavecTBa/Boinyck I'JI® /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3akmodeHne 0 cOOTBETCTBIM: «HacTosINUM s MOATBEp KIAk0, UTO IPUBEAEHHAS BhIIIE HHGOPMALUS SIBISIETCS JOCTOBEPHON
¥ TOUHOM. JTa cepus MPOAYKIHH Npou3BeeHa (BKIIoUas YIakoBKy (MapKUPOBKY) U KOHTPOIb Ka4ecTBa) Ha BEIIIEYKa3aHHOM
MPOM3BOACTBEHHOM IUTomanke (IUIOI[AAKaX) B MOJHOM COOTBETCTBHM C TpeboBanusmu IlpaBun Haanexamei
npousBoACTBeHHOM mnpakTuku (NeGMP-01887/21/IN or 28 anmpens 2021) u TpeOOBaHMAMH KOHTpPOJA KauecTBa
JIEKAPCTBEHHBIX CPEICTB, & TakXKe B COOTBETCTBHHM CO CHELUMQPMKAIMAMH, CONCPXAIIMMUCS B PETMCTPAHOHHOM H0ChE
CTpaHbl-UMIIOPTEpa. 3amicH MO NPOU3BOACTBY, YHNAKOBKE H aHAIM3y I[POBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE

tpeboBanusM [IpaBui Hapnexamen nporu3BOJCTBEHHON TPAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJJOBPEHO

IIpumeuanue: ITponyxT coorBeTcTBYeT TpebopanusM HJJ

Prepared by / ‘ Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: @ ITpoBepeHo: Z@ Ono6peno: MeHekep / PykoBoauTens
Date / 3/~(D-—20L{ Date / 2o =200 Date / 'r-;\r—lb.-%’/f
Jara: ' Jara: Jara:




