UNCONTROLLED COPY ISSUED ONO03-06-2025

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IpoxykT: Annepsaii TAONETKH, NOKPBITEIE MIIEHOUHOH 060J0UKOM, 5 MT

—

Market / Pernox : Russia / Poccus _ P

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

Cepust Ne ) 02505697/ Pa3zmep cepuu * 1040300 Ta6

Analytical Repovrt No./ . 890001811492 Date of Analysis / . 21/05/2025
AHAJUTHYECKHH oTyeT No / JaTa ananausa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JlaTa npou3BoACTBA L Topen no

Mfg. License No. /

ITpousBoacTBeHHAsS! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
auueH3ust Ne

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

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page10f 6/ Ctp. 1136

Ne Test / IToka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanue

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. / OBabHBIE
JBOSIKOBBITTYKJIbIE TabJeTKy,
HOKPBIThIE TUIEHOYHOH 0000uKOH
Oenoro 1BeTa, ¢ OJHOW CTOPOHBI
THaJKue, Ha Jpyrol  CTOpPOHE
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro LBeTa.

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. / OBaJbHBIE TBOSKOBBITYKJIIbIE
Ta0JIETKU, MOKPHITHIE MICHOUHOW 000JIOUKOM
Oejoro My noutu Oeoro LBera, ¢ OIHOM
CTOpPOHBI TFNajiKue, Ha Jpyroil CTOpOHE
rpaBupoBka «R 5». Ha nonepeusom paspese
SAPO OT 6es10ro 710 MOYTH 0eTOTo IBETA.

2 | Identification
Levocetirizine/
Unestudnxanns
JleBoneTHpPH3HH

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUAM

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 yaepxuBaHus
OCHOBHOTO  TIHKa Ha  XpOMaTorpamme
UCHBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATL BPEMEHH  YAEPXKUBAHHS
OCHOBHOT'0 ITMKa Ha XPOMATOTrpamMMe pacTBopa
CTaHJapTHOrO obOpasla  JICBOLETHPU3HHA
quruapoxiopusa (paszen «KonudecTBeHHOe
OTIpeICICHUEY).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmovenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosJieHO: & HpOBepeHO m P Onobpeno: Menemxkep / PykoBoauTe s
— /(v p) P\
Date / Date / Date / Al
-— %
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UNCONTROLLED COPY ISSUED ONO03-06-2025

Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

IpoaykT: Annepsaii TaONETKH, HOKPHITHIE MIEHOYHON 060JI0UKOM, 5 MI'

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1040300 tab /
Cepust Ne : €2505697 Pa3mep cepun 1040300 Ta6
Analytical Repoﬁrt No./ . 890001811492 Date of Analysis / . 21/05/2025
AHaIUTHYECKHI oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JlaTa npou3BoAcTBa T'onen no

Mfg. License No. /
IIpousBoacTBeHHAsT
JauneH3ust Ne

: 59/RR/AP/97/F/R

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

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

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

Page2 of 6/ Ctp. 2 u3 6

3 | Average weight /
Cpennsist Macca

134.77 mg / 134,77 mr

133.25 mg + 4% (between 127.92 and 138.58

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

4 | Disintegration /
Pacnagaemoctn

S min/ 5 MuH

Not more than 15 min / He 6onee 15 mun

S | Dissolution / PacTBopenue

Unit-1/ Ta6xn.-1 99 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 91 %
Unit-6 / Tabn.-6 98 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMMHAIBHOTO COAEPKAHHUS
JIEBOLETUPU3UHA JUTHAPOXIOpUaa uepes 20
MUH.

6 | Related Substances / PoacTBennbie npumecu

Impurity A / Tlpumecs A

Impurity B / ITpumecs B

Impurity C / [Tpumecs C

Not detected / He oOHapyKeHa

0.01%/0,01%

Not detected / He o6Hapy»eHa

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

Not more than 0.4 % / He Gonee 0,4 %

Not more than 0.4 % / He Gonee 0,4 %

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorossexo: @ Hpm;epe@ /\/ OnobpeHno: Menemxkep / PykoBogurens
Date / Date / - Date / —

- ' — 228
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IlpoayxT: Annepsaii TaGIeTKH, HOKPHITHIE TIIEHOYHON 060IOUKOMH, 5 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne F £2505697 Pasmep cepun 1040300 Ta6
Analytical Repo:‘t No./ . 890001811492 Date of Analysis / . 21/05/2025
AHaATUTHYECKHI oTyeT Ne Jarta ananu3za
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JlaTta npoussoacTsa I'oneH no
Mfg. License No. /
IpoussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JauueH3us Ne
Analysis performed according ND No / Anasnus nposenen no HJ Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIH-Ne(001333)-(PT-RU) ot 15.11.23

Page 3 of 6/ Ctp. 3 u3 6

Impurity D / TTpumecs D

0.01%/0,01%

Not more than 0.4 % / He Gonee 0,4 %

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

Impurity E / ITpumecs E

Below LOQ (LOQ =0.023%) /
Huxe mpenena KoJMYECTBEHHOIO
onpexenenus (ITKO = 0,023 %)

Impurity F / [Ipumecs F

Below LOD (LOD = 0.014 %) /

Not more than 0.4 % / He Gonee 0,4 %

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas eauHu4Has
HeneHTH UM pPOBaHHAs
npUMech

Hmxe npenena o6uapyxenus (110 =
0,014 %)

0.06% / 0,06%

Not more than 0.30 % / He 6onee 0,30 %

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

Not more than 1.5 % / He 6onee 1,5 %

Chiral purity / Xupanabaas
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-nzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: IIpoaykr cooTBeTcTBYET TpeGoBanusM HJI 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToagroroBnexo: & IIpoBepeno; — Onobpeno: Menemxep / Pykosonurens

— Pa=
Date / Date / Date / ,

— 2025
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UNCONTROLLED COPY ISSUED ONO03-06-2025

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
HpoayxT: Annepsaii TabIETKH, NOKPHITHIE TUIEHOYHOH 0607104KOM, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne : €2305697 Pa3mep cepun 1040300 Tab
Analytical Repovrt No./ . 890001811492 Date of Analysis / . 21/05/2025
AHaguTnyeckuii oryer Ne JlaTa anasusa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JaTta npousBoacTBa T'open no

Mfg. License No. /
ITpouzBoacTBeHHAast
JuneH3us Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JII-Ne(001333)-(PI-RU)

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PI'-RU) ot 15.11.23

Page4 of 6/ Ctp. 4 u3 6
8 | Loss on drying / IToTepsi B 23%/2,3% Not more than 6.0 % / He 6ostee 6,0 %
Macce IPH BBICYIIHBAHHH
9 | Microbiological purity*/ MukpoOunojoruueckast 4ucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / O6wee yncno Menee 10 KOE/r He 6onee 10° KOE/r
a9pOOHBIX MHUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10> CFU/g /
moulds count / Ob1ee yncno Menee 10 KOE/r He 6onee 10> KOE/r
JIPOACKEBBIX U MIECHEBBIX
rpu6os
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByeT B 1 T OtcyrctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHopoaHOCTH 3.0/3.0 than 15.0./ IToka3zarens npuemnemoctu (AV)
J03HPOBAHHSA T JOJDKeH ObITh He Gornee 15,0.
11 | Assay / KosinuecTBeHHOE Between 4.75 mg and 525 mg of
onpejeeHne 5.00 mg/ 5,00 mr levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr JeBOLETMPU3MHA
JUTHIPOXIOpHa B TabJieTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [TpoayKT COOTBETCTBYET TpeGoBaHusaM HJJ 3akmouenune: OJIOBPEHO
Prepared by / @ Checked by / Approved by: Manager/Executive /
[Tonroroenexo: Hposepm@ i Onobpeno: Menemxkep / PykoBoauresn
Date / 'R Date / Date / T

- — —
Jlara: S ~log Jlata: 95 -05 - 2025 | Hara: 0 Q25— 2% =
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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUA3A

Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepaii TabJETKH, TOKPHITHIE MNIEHOYHOM 06OIOUKOI, 5 Mr

Market / Poinok : Russia / Poccust

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

Cepusi No P €2305697 Pasmep cepun 1040300 Ta6

Analytical Repo:‘t No./ . 890001811492 Date of Analysis / . 21/05/2025
AHaauTHYecKHI oTueT Ne JlaTa anasau3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTa nponsBoacTsa I'open no

Mfg. License No. /

IIpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHIEeH3Hus1 Ne

Analysis performed according ND No / Ananu3 nposeaen no HJ{ Ne: JIIT-Ne(001333)-(PT'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page S of 6/ Ctp. 513 6

12 | Packaging / YnakoBka 10 tablets in a (PVC/AIV/PVC) foil /| 7 or 10 tablets in a (PVC/AlI/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 rtabnetok B |/ ITo 7 nan 10 tabnetok B Gamcrep u3
6mucrep u3z (ITA/AJITIBX) donbru | (ITA/AJ/IIBX) ¢onern /  anroMHHHEBOI
/ amomunueBol Qonbru. ITo 3 | doasru. ITo 1, 2 unm 3 Gnucrepa BMecte ¢
OmMcTepa BMECTe C MHCTPYKIHEH MO | MHCTPYKLHMEH MO TPUMEHEHHIO (JIMCTKOM-
IPHUMEHEHUIO (JIMCTKOM- | BK/IAJBILIEM) B MAYKy KAPTOHHYIO.
BKJIZIBIIIIEM) B MTAYKY KAPTOHHYIO.

* It 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.
* [IpoBOIMTCS IPOM3BOAMTENEM NPU BBITLYCKE NMEPHOIMYECKH (C MHTEPBAIOM OHO MCTbITanue Ha 10 cepuit unw He MeHee | pasa B rog).
IMoxazarens MOXKET OBITH HE BKJIIOUEH B CEPTU(HUKAT aHATH3a PUPMEI

API name / Hanmenopanmne ADC: Levocetirizine dihydrochloride / JleBouetnpusiHa quruapoxiopu

INN / MHH: Levocetirizine / JleBoueTnpusus

API manufacturer batch number / ACRHO004059, ACSH000129 & ACSH000136
Homep cepuu npoussoauntens ADC:

FP Manufacturer API Batch number / FCRA02579, FCSA00118 & FCSA00190

Howmep cepuu cy6cTannuu
npoussoautens I'JIdD:

API Manufactured by & country /

IIpousBoantenp A®C, crpana: Dr. Reddy's Laboratories Ltd., India /

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

IIpumeuanue: IIpongykT cootBeTCTBYET TpeboBanusam HJJ 3axmouyenne: ONOBPEHO

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

IToaroronexo: @/ IIpoBepe 7 Onobpeno: Menemxep / PykoBogurens

Date / Date / Date / s . i
— of— 2
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QW
Dr"’ Reddy S ® CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsaii TabJIETKH, MOKPHITHIE TUIEHOYHOM 060I0UYKOM, 5 MI

Market / PoiHok : Russia / Poccust

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

Cepus Ne : €2505697 Pasmep cepun * 1040300 Ta6

Analytical Repovrt No./ . 890001811492 Date of Analysis / . 21/05/2025
AHasuTHYecKHii oTueT Ne JlaTa aHann3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTta npon3BoacTBa T'open no

Mfg. License No. /

IIpousBoacTBEeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHIeH3uss Ne

Analysis performed according ND No / Auanu3 nposeaen no HJ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JII-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6/ Ctp. 6 u3 6
J-p Peanu’c Jlaboparopuc Jlta., Unaus

Survey Ned1, (Formulations Technical Operations - Unit-III),

IF\‘I;me, ad;l n:ss,.auth.(tm/zgtloltl Nlo f:)r / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
R lmanu.tac /urmg site/ ontrol site Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
clease site State, India (License No 59/RR/AP/97/F/R)

Hanwenoanue, aapec u nomep Vuactok Ne 41, (Ilpoussoactennoe noxpasaenexune-1II), bauynanm

n:xuezs::ﬂl;.l:gm:;lm, Busnnamk, bauynannm Manaan, Meguan Mankapkriapu JIMCTpukT,
ocymec lll bauynanmu (B), bauynannu (M), Meguan-Mankampkrupu (JI), mrat

NPOH3BOACTBO/KOHTPOIL Tenanrana, Muaus (JIunensus Ne 59/RR/AP/97/F/R)
KavecTBa/Boinyck ['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.

3akmoyenue 0 cooTBeTcTBHH: «HacTosuuM s MOATBEPKAt0, YTO NPHBECHHAs BbILIE HHPOPMALKs SBISETCS JOCTOBEPHOI
¥ TOYHOM. DTa cepusi NPOAYKIKMH NPOU3Be/IeHa (BKTFOYas YAKOBKY (MAPKMPOBKY) U KOHTPOJIb KAYECTBA) Ha BhILIEyKa3aHHOI
MPOU3BOACTBEHHON IUIOManKe (MIOmMAAKaX) B TOJHOM COOTBETCTBHM C TpeOoBaHMsMM IlpaBun  Hamexatieit
npousBoAcTBeHHON mpakTukn (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGOBaHUSIMH KOHTpPOIsS KadyecTBa
JIEKApPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUM CO CNEUMHKALMAMY, COASPXKALMMHUCS B PETMCTPALMOHHOM AOCHE
CTpaHbl-UMIOPTEPa. 3amucH IO NPOM3BOACTBY, YNAKOBKE M aHAJN3y MPOBEPEHBI, W YCTAHOBJIEHO UX COOTBETCTBHE
TpeboBanuam IpaBun Haanexalel Npon3BOACTBEHHOU MPAKTHKH.

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

IIpumeuanne: [Ipogykt cooTBeTcTBYeT TpeboBanusM HJJ 3akmoyenne: OJJOBPEHO

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

IToxarorosiieHo: @/ IIpoBepgtio P Onobpeno: Menemxkep / PykoBoaurens

—_ P

Date / Date / Date / L
- ) g

Jara: L& oS ~oLS Jlata: 2505 -2025 | NNara: 2 &>






