Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Market / Poinok

Hpoayir: Annepraii TabneTku, MOKPLIThIE TWIEHOYHOH 000N0UKOH, 5 MT

: Russia/ Poccus

Batch No. / ) Batch Quantity / 1040300 tab /

Cepusn Ne - = - |Pazmep cepin * 1040300 Tab

Analytical Repourt No. / . 890001715393 lT)ate of Analysis / . 31/01/2024

AHanuTHYeckui oryer Ne Mara aHanu3a - |
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JaTa npousBojcTsa |Foaen no

Mfg. License No. /

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

anueH3nsa Ne

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

Analysis performed according ND No / Ananus nposenen 1o HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Ne Test / Iloka3zaTeb

Page 1 of 5/Crp. 1 u3 5

Result / PezynbTaThl

1 Appearan_ce / Onucanne

Specification / Hopma

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
JIBOSIKOBBITTYKJIbIE TabaeTKkn,
NOKPbITbIE TMACHOUHOH 000JNIOUKON
fefnoro 1Reta, ¢ OJIHOW CTOPOHBI
rnajkye, Ha  Jipyroii  cTopoHe
rpaBupoBka «R 5». Ha nonepeuHom
paspe3se sapo Oenoro uBeTa.

2 | Identification
Levocetirizine/
WpenTndpuxanns
JleBouerupusny

Oval, biconvex, white to off-whitg 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. / OBaJibHbIE IBOSIKOBBINYKIIBIC
TabNeTKH, MOKPbIThIE IUIEHOYHOH 000104KOH
Genoro unav nouTtn OeJoro uBera, ¢ OAHONM
CTOPOHbl TINajzkue, Ha JpPyro CcTOpoHe
rpaeuposka «R 5». Ha nonepeunom paspese
aApo oT Genoro Ao noyTH 6eyoro uBera.

Complies as prescribed /
CooTseTcTBYET 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”). / Bpemst ynepxxuBanus
OCHOBHOTO  NMKa Ha  XpomaTorpammMe
MCTILITYEMOTO pacTtBopa JOJDKHO
COOTBETCTBOBAThL  BPEMEHH  YACPKHUBaHUs
OCHOBHOTO N¥Ka Ha XpOMaTOrpaMMe pacTBopa
cranaapTHoro  obpa3ua  JIEBOUETHPHM3HHA
auruapoxnopuaa (pazgen «KomnuecTpeHHoe
onpeaciicHuen).

3 | Average weight /
Cpeansist macca

132.57 mg /132,57 mr

4 | Disintegration /
Pacnagaemocthb

4 min/ 4 mMun

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr £ 4 % (ot 127,92 no 138,58 mr)

Not more than 15 min / He 6onee 15 Muu

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykr cooTBeTcTBYeT TpebosaHusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: M [1poBepeno: @ Opobpero: Menepkep / PykosoanTeib
Date / V) —0)-1olY Date / 201 LOUA Date / STt -t
JHara: Hara: Hara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Amrway film-coated tablets 5 mg
Mpoaywr: Asnepraii TaGaeTki, NOKPBITHIE MIEHOUHOH 06010YKOH, 5 Mr

annenszusn Ne

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

Market / Poinok : Russia / Poceus

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne B : 2400342 Pazmep cepun * 1040300 Tab - |
Analytical Repovrt No. / . 890001715393 Date of Analysis / . 31/01/2024

AHAJIHTHYECKHI] oTueT No | XaTa amanu3za -

Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa nponzBoacTBA T'oaen po -

Mfg. License No. /

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

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

Page2 of 5/Crp.2 n3 5

5 | Dissolution / PacTBopenne Unit-1 / Ta6n.-1 99% | NLT 80% (Q) of label claim of levocetirizine
o Tatns | 9% | il st 20 i Ho e 80
Unit-3 / Tabn.-3 98 % JIeBOLIETUPU3UHA AUrNApoxnopuja yepes 20
" Unit-4 / Ta611.-4 08% |
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 100 %
6 | Related Substances / PoncTBeHHble npuMecH
Impurity A /Tlpumecs A Not detected / ne obuapyxxena Not more than 0.4 % / He Gosnee 0,4 %
Impurity B/ Tlpumecs B Not more than 0.4 % / He 6onee 0,4 %
0.02%/0,02%
TImpurity C/ TIpumecs C Not detected / He obnapysxena Not more than 0.4 % / He 6onee 0,4 %
Impurity D/ Npumecs D Not detected / He oGHapykena Not more than 0.4 % / He 6onee 0,4 %
Impurity E/ ﬂpnmer—E | 0.04%/0,04% “Not more than 0.4 % / He Gonee 0,4 %

Remarks : The Product confirms to ND/

ITpumeuanue: Tpoaykr coorsercTByeT TpeboBaHusam H]{

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
Tlposepeno:

IloarorosneHo:

To

4o

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTens
S

Date / 9 o) eY Date /
Jara: Jlara:

Y rOl Lot

Date / ) ) Sty
Jlara:




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":‘

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Ansepsit TabeTku, TOKPHIThIE MNEHOUHOH 000/104KOM, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab /

|Cepnst N mEzoAe Pasmep cepun " 1040300 tab .

Analytical Reponrt No. / . 890001715393 Date of Analysis / . 31/01/2024

AHannTnyeckmii oTyer No JaTa anaiusa - o
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa npou3BOACTEA T'onen po -

Mfg. License No. /

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

|Tuuensus Ne

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

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

Page3 of 5/Crp.3 m3 5

Impurity F / TIpumecs F Below LOD (LOD = 0.014 %) /
Huske npenena o6uapysxxenus (110

=0,014 %)

Impurity RCT-3 / llpumecs

RCT-3 0.10%/0,10%

Any individual unidentified
impurity / Jliobas exunnuHas
HeuaeHTH(UUMPOBaHHAs
NpUMeECh

Below BDL (BDL= 0.05 %) / Huxe
nopora perucrpaiuu (I1P =0,05 %)

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

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

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

Total impurities / 0.2 %/ 0,2%

Cymma npumecei

Not more than 1.5 % / He Gonee 1,5 %

Below LOD (LOD = 0.0138 %)/
Huxe npenena obuapyxenus (110
=0,0138 %)

7 | Chiral purity / Xupanbnas
YHCTOTA

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

8 | Loss on drying / Iloteps B 2.8 %/2,8 %

Macce IIPpH BbICYUNIHBAHUH

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

9 "Microbiological purity*/ Mukpo6uoJsiornueckasi yucrora*

a) Total Aerobic Microbial Less than 10 CFU/g /
Count / Obuiee uucno Menee 10 KOE/r
a’pOOHBIX MUKPOOPTaHN3MOB

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

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBannam HJI

Conclusion : APPROVED /
3aknrwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotornexo: IlpoBepeHo: (4@ Onobpeno: Menemxkep/ PyxoBoauTtens
Jo 3~
Date / Date / Date /
~ o) - ~\ 0 31 b1y
Hara: 31~ 0} Hara: 3o\ M Ilata:




Dr.Reddy'’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg o
MponykT: Annepusit TabaeTky, NOKPLITHIC TWIEHOYHOH 060104KOH, 5 Mr _ ]
Market / Poinok : Russia/ Poccus
Batch No. / _ Batch Quantity / 1040300 tab / T |
Cepusi Ne '_(:2400342 Pasmep cepun 1040300 Tab - B
Analytical Repo“rt No. / . 890001715393 Date of Analysis / . 31/01/2024
AHanuTHYECKHIi 0TUeT No JaTa aHajsm3a B
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026
|JlaTa npon3BOACTBA __|T'onen no ]
Mfg. License No. /
IIponsBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
nuuen3us Ne |
Analysis performed according ND No / Ananus nposenen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23

Page 4 of 5/Crp.4u3 5

b) Total Combined Yeast and
moulds count / O6uiee yucIo
JIPOMOKEBBIX U MJ1IECHEBBIX
rpubos

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

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

—c) Escherichia Coli

Absent in 1 gram /
OtcytcrByer 8 1 1

10 | Uniformity of dosage units /
OaHOPOOHOCTH (03U POBAHMSA

Shall be absent in 1 gram /
OrcytctBUE B 1 T

5.8/5,8

Acceptance value (AV) should not be more |
than 15.0./ [TokazaTens npuemsemocti (AV)
JoivkeH ObITh He Oonee 15,0.

11 | Assay / KoinuyecTBeHHOE
ompeaesienne

4.86 mg/ 4,86 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr neBoLeTHpH3HHA
JUTHAPOXJIOpHIa B TabMeTKe.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / [lo 10 Tabnerok B
onucrep w3 (ITA/AJI/TIBX) donbru
/ amomunueBoil ¢onbru. llo 1
Onucrepy BMecTe ¢ MHCTpyKLue no
NPUMEHEHUIO (micTKom-
BKJIAJIbIllIeM) B a4Ky KapTOHHYIO.

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wmn 10 Tabnetox B 6auctep M3
(TTA/AJUTIBX) donern  /  anjoMHHHEBOW
dboasru. Tlo 1, 2 wim 3 Gauctepa BMecTe ¢
WHCTpYKUMeH T0 NPUMEHEHHIO (JHCTKOM-
BKJIaJbIlIEM) B T1aYKY KapTOHHY!IO.

* 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.

* TIpOBOAWTCS NPOU3BOANTENIEM NPH BBIMYCKE MEPUOAHHUECKH (€ MHTEPBAJIOM OJIHO HenbiTanKe Ha 10 cepuii nan ne menee 1 pasa B ron).

Mokasarenb MOKET ObITh HE BKIIIOUEH B CEPTH(IMKAT aHANN3 (PUPMBbL.

Remarks : The Product confirms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanram H]L

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

TloarotoBneHo: ITposepeno: Opobpeno: Menenxep / Pyxosoaurens
Tow o

Date / 7)-0) Yy | Date/ U ~O\-LOTY Date / T1 01Ny

Jlara: Jara: Hara:
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Dr. Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
i’_ro:iuc_tjllerway film-coated tablets 5 mg R S
Mpoaykt: Ansepssii TabneTky, MOKPhITHIE MWIEHOUHONH 000G KO, 5 MF - |
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab / T
|Cepnst Ne 2 C2400342 Pasmep cepun * 1040300 Tab )
Analytical Repourt No. / . 890001715393 Date of Analysis / . 31/01/2024
AHAAUTHYECKHIT oTueT No - Jara anannza -
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026
JaTa npon3soacTea o T'onen o |
Mfg. License No. /
IpoussoacTBeHHas : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
nnensusg Ne . B _
Analysis performed according ND No / Anaans nposeaen no HJI Ne; JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIHI-Ne(001333)-(PI'-RU) ot 15.11.23

Page Sof 5/Crp. Suz 5

API name / Hanmenosanne A®C: | Levocetirizine dihydrochloride / JleponeTnpusina AMruapoxnopu |
INN / MHH:  Levocetirizine / Jlesouetnpusnn B

API manufacturer batch number /

Homep cepnn npounspoantess ADC: ACQH000455_’ 'AiCQH002924 -

FP Manufacturer API Batch number /

Homep cepnu cyGeTanum FCQA01946, FCQA02244

npoussoautes I'JIdD: - - - ]

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IIpoussoaurens, ADC, crpana: H-p Penyn’c Jlabopatopuc Jita., Muaus

Survey Ned1, (Formulations Technical Operations - Unit-11I), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Yuactok Ne 41, (Hpown3BoactBenHoe noapasaenenuce-111), bauynannu
Bunnamx, bauynanau Manpan, Menuan Mankapkrupu Jucrprkr,
bauynannu (B), bauynanan (M), Meauan-Mankamxrupn (), wrat
Tenanurana, Muavs (Jluuensus Ne 59/RR/AP/97/F/R)

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaumue, agpec 1 Homep
JHIEH3HUH TJIOLAJKH,
oCylIecTBJIsSIIOWI el
NPOU3BOACTBO/KOHTPOJIb
KauecTBa/BhINyck I'JIMD /

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.

3akniouenne 0 cooTBeTcTBHM: «HacToALMM 5 MOITBEPXK Aat0, YTO NIpUBEAEHHAS Bhille MH(OpMallvg sIBNSETCS JOCTOBEPHOH
¥ TOYHO. DTa cepusi NpoAyKLUHMH Npou3BeeHa (BKIIOUas yNakoBKy (MApKUPOBKY) 1 KOHTPOJIb KAUeCTBa) Ha BhbllUEYKa3aHHOM
NPOH3BOACTBEHHON nuollaake (Njoumaakax) B TMOJHOM COOTBETCTBHM ¢ TpeboBaHusmu IlpaBun  nannexauleii
NIpou3BOACTBEHHONH npakTHku (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeboBaHUAMH KOHTPOJS KauecTBa
NEKapCTBEHHBIX CPEJCTB, a TakXXe B COOTBETCTBUM CO CrelM(pHKaLMIMHU, COACPKAUIMMUCA B PErHCTPAlHOHHOM A0Che
CTpaHbl-MMIIOpTEpa. 3anucK NO NPOM3BOACTBY, YMAKOBKE M aHain3y MPOBEPEHbl, W YCTAHOBNEHO WX COOTBETCTBHE
TpeboBanusm [1paBun Hannexallleil Npon3BOACTBEHHON TPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykr cooTBeTcTBYET TpeboBanuaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToaroToBneHo: ITposepeno: ‘/@ Ono6peHo: Menenxep / Pykosoautens

Jowy 3
Date / Date / Date /

Iy 2WOLY 31t Sty

Hara; 3) o) 12 A Hara: 30\~ JaTa:




