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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepsait Tadnerki. MOKPLITHIE IIEHOYHOM 0000 K0ii, 5 Mr

Market / Prinok

: Russia / Poccus

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

| Cepust No ) C25_03010 Pazatep cepun " 1040300 Ta6

Analytical Repourt No./ - 890001801931 Dat.e of Analysis / . 31/03/2025

AHaUTHYECKMIi 0TueT Ne |ara ananusa o

Dat_e of Manufacture / © 01/02/2025 Date of Expiry / - 31/01/2028

JlaTa npon3BoacTea Tonxen no - R

Mfg. License No. / - ===
Mpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001333)-(PI" -RU)

Junensna No ‘

Analysis performed according ND No / Ananus n poBeJeH no
[JIT1-Ne(001333)-(PT-RU) ot 15.11.23

Ne: JIN-Ne(001333)-(PT-RU) dt. 15.11.23/ ‘

Pagelof6/Crp.1u36

FNQ

Test / Tlokazarenn

Result / Pe3yabTaThi |

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. / OBajibHble
JIBOSIKOBBINYKJIbIE TabneTkn,
MOKPBITbIE MJEHOYHONH 000509KOi
Genoro uLBeTa, ¢ OJHON CTOPOHDI
T1ajkHe, Ha Jpyroit  cTopone
rpaBrpoBka «R 5». Ha nonepedrom
paspe3e sapo 6enoro uBeTa.

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. / OBaJIbHbIE 1BOSIKOBBITYKIIbIE
TabNETKH, MOKPBITHIE MACHOUHOIT 060J0YKOM
6enoro wau noutu 6Gesoro IBETa, ¢ ONHOM
CTOPOHBI  riajKkWe, Ha Jpyroili cTopoHe
rpasipoBka «R 5». Ha momepeurom paspese
AAPO OT HENOro A0 MOUTH HENIOro 1BeTa.

Identification
Levocetirizine/
Hnentudpurxannn
JlesoueTupuznn

Complies as prescribed /
CoorsercTByeT TpeboBaHusaM

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”). / Bpewms yaepsxupaHus
OCHOBHOTO  NMKa Ha  Xpomarorpamme
UCTIBITYEMOr0 pacTBopa JOJIKHO
COOTBETCTBOBATh  BPEMEHH  yJEepPKHUBAHUsI
OCHOBHOTO ITNKA Ha XpOMaTOrpaMMe pacTsopa
CcTaHAapTHOro ofpasua  JIeBOUETHPHU3HHA
aurnapoxyiopuzaa (paznen «KoiauuectsenHoe
ONpEAETICHULSY). |

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

Ipumeuanne: [TporykT cooTBeTCTBYET TpeboBaHHsM HJ 3akmoyenne: OJOBPEHO

Prepared by / . Checkedby/ Approved by: Manager/Executive /

IToaroToBneHo: ,‘< ‘(@ﬁ‘ Hpnncpunr(’[ j\r / Onobpeno: Menemxkep / PyxoBoauTens
PR e, z

Date / Date / Date / T 03N

Jara: 51-03 ~20808 Hara: 31 ~03 ~2024 | ata:
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg

HMpoaysxr: Annepraii TadueTin. nokpeIThie MICHOYHON oboIioukoii, 5 mr

Hara nponssoacrsa

Ilogen go

Mfg. License No. /
Tponspoacreennas
Juuen3ust No

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

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne eSO Paszmep cepnn 1040300 Tab
Analytical Repovrt No./ . 890001801931 I’)a.t.e of Analysis / . 31/03/2025
AHaauTHyecKkuii oTyeT No Jlara anasuza T
Date of Manufacture / : 01/02/2025 Date of Expiry / © 31/01/2028

JI-Ne(001333)~(PI-RU) or 15.11.23

Analysis performed according ND No / Ananus nposesex no H /I Ne: JIT

-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page20f6/Cip.2 u3 6

| 3 | Average weight /
Cpennsas macca

134.05 mg / 134,05 mr

| 133.25 mg + 4% (between 127.92 and 138.58 |

mg) /

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

B

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

4 | Disintegration /
Pacnagaemoctn

4 min/ 4 Mmun

5 | Dissolution / PacTBopenue

% (Q or

HOMUWHANBLHOTI'O

MHH.

Unit-1/ Ta61.-1 L 97 %
Unit-2 / Tabn.-2 96 %
Unit-3 / Tabn.-3 87 %
Unit-4 / Ta6u.-4 9% |
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 94 %

6 | Related Substances / PogcTBeHHble npumecH

L

Not more than 15 min / He 6onee 15 mun

NLT 80% (Q) of label claim of levocetirizine |
dihydrochloride after 20 min. / He menee 80
CoJepXKaHus
TICBOLETUPU3UHA AUTHAPOXIOpHAa vepes 20

Impurity A / Ipumecs A

Not detected / He obHapyxena

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

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

Impurity B / TTpumecs B

Below LOQ (LOQ = 0.008 %) /
Huxe mnpenena xonnyecTBeHHOro
onpeaenenns (ITKO = 0,008 %)

Impurity C / Tlpumecs C

Not detected / He oOHapyxeHa

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

Remarks : The Product confirms to ND/
Hpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusamM HJI

Conclusion : APPROVED /
3akmrouenune: OJJOBPEHO

Prepared by / Checked by / ] Approved by: Manager/Executive /
[ToxnrotoBneHo: K(_S CEI:,LB- I“Hmae[wm-m@ \ ~F Onobpeno: Menenxep / PykoBoaurens

— .
Date / Date / Date / S S e AN
Hara: 5103 20T | ara: (-0 3~ 9024 | Hara:
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CERTIFICATE OF ANALYS

IS

CEPTUDUKAT AHAJTH3A

Eroduct : Allerway film-coated tablets 5 mg

Hpoaywr: Anacppaii radierin, NOKPBITBIE TUIEHOYHOM GO0A0Y K0T, 5 MD

Market / Poinok

: Russia / Poccus

JHUeH3uA Ne

Batch No. / . Batch Quantity / 1040300 tab /

[Cepust Ne + £2503010 Pazmep ceprn " 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHasuTHYeCKHIT oTueT No ) [atn ananusa VRS

Date of Manufacture / ) Date of Expiry / . - [
Jdara nponssojacrsa D228 (Conen no - - : 31/01/2028

Mfg. License No. / | -
TpoussoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-N2(001333)-(PT-RU)

[JITT-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Ananus nposeaex no HJI No: JITI

-N2(001333)-(PT-RU) dt. 15.11.23 /

— ]

Page3of 6/ Crp.3 u3 6

| Impurity D / TTpumecs D

Impurity E / Ipuimecs E

Below LOQ (LOQ = 0.004 %) /
HI/I)Ke npeaesa  KOJWYECTBEHHOTO
onpenenenus (ITKO = 0,004 %)

0.03%/0,03%

Impurity F / Ipumecs F

Below LOD (LOD = 0.014%) /
Hwxe npenena oouapysxenns (IO =
0,014 %)

Impurity RCT-3 / Ilpumech
RCT-3

0.09% /0,09%

Any individual unidentified
impurity / Jliobas enuHA4Has
HEWAEHTH(BULMPOBAHHAS
npuMech

Total impurities /
CymMma npumeceii

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

0.1 %/0,1 %

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

Not more than 0.4 % / He 6onee_0,4 %

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

' Not more than 0.4 % / He 60J1ee—0,4 %

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

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

Chiral purity / XupajabHan
YHCTOTA

Not detected / He oOHapy»xeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpameuanne: [IpoaykT cooTBeTCTBYET Tpeboanuam HJJ

Conclusion : APPROVED /
3axmwuenue: OJOBPEHO

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

[MoarorosneHo: ] < 8»\‘4_6! IpoeepeHo; ""\/\/ Opnobpeno: MeHemxep / PykoBoauTenn
-~ Q M :

Date / Date / Date / Sy 43RS

Hata: 2| 032048 | Jara: A1 ~02~ Opog— | Narta:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A

Product : Allerway film-coated tablets 5 mg

Hpoayrr: Annepenii TabneTku. MOKpHITHIE MNEHOYHON 06010UKOIL. 5 Mr

Market / Puiaox : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepun Ne DD Pasmep cepun " 1040300 Ta6

Analytical Report No. / . Date of Analysis /

Ananutudeckuii oryer Ne : 890001801931 Mdara ananusa L : 31/03/2025

Date of Manufacture / . Date of Expiry / I
M fiponssancian : 01/02/2025 |Fonen o : 31/01/2028

Mfg. License No. / S T
IMponssoacreennan : 59/RR/AP/97/F/R MA number: / Homep PV : JIIT-Ne(001333)-(PI'-RU)

JuueH3usa Ne

Analysis performed according ND No / Ananns nposeach no HJIL Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JI-Ne(001333)«(PT-RU) or 15.11.23

Paged4of6/Crp.4u3 6

| 8 [Losson drying / Ilotepn B
Macce NPH BbICYIIMBAHMU

1.9%/1,9%

‘ Not more than 6.0 % / He 6onee 60% |

9 | Microbiological purity*/ Mukpo6uosorndeckas qncTora™

_5) Total Aerobic Microbial
Count / Ob1niee uncno
a3pOOHbIX MUKPOOPraHHU3MOB

Less than 10 CFU/g /

Meuee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / O61wee yucno
JIPOOKEBBIX U MIIECHEBBIX
rpu6os

Less than 10 CFU/g/

Memnee 10 KOE/r

Not more than 10° CFU/g /
He Gosiee 10 KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcyrcrByerB 1 1

Shall be absent in 1 gram /
OtcyterBue B 1 1

10 | Uniformity of dosage units /
OaHopoaHOCTh

A03HpOBaAHHUS

3.2/3,2

Acceptance value (AV) should not be more
than 15.0./ TTokasaTess npuemnemocth (AV)
JO/KeEH ObITh He Gomee 15,0.

11 | Assay / KonnyecrBeHHOE

onpeaeiene

5.04 mg /5,04 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr pmo 5,25 Mr neBoueTnpusuHa
JUTWAPOXAOpHIA B TabneTKe.,

Remarks : The Product confirms to ND/

IIpumeyanue: [Tponykr coorseTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

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

[loaroTosiieHo: }(-, - 6_, TpoBepenoy /t \~_~ Onobpeno: Menemxep / PykoBoautenn
L= 3

Date / Date / Date / 3y 03 Sty

Jara: c% "‘05 "M Jlara: BI~03 - 2D Hara:
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Dr. Reddy’s Q... CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

rﬁ'ﬁuct : AIEN;ﬁlm—coated tablets 5 mg o ]
Mpoaywkr: Annepraii raGnerxi, MOKPLITLIC TNIEHOYHOH 060104KOM. 5 Mr

Market / Poinoxk : Russia / Poccus

Batch No. / . ‘Batch Quantity / 1040300 tab / -
Cepun Ne gLl | Pasniep cepum " 1040300 ta6

Analytical Report No. / . Date of Analysis /

Amannriaecknii oraer No : 890001801931 T — ¢ 31/03/2025

Date of Manufacture / . |Date of Expiry / o - o |
Nara nponssoneeg : 01/02/2025 Tomenno : 31/01/2028

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

JnueHsns Ne [

Analysis performed according ND No / Ananns nposegcH no HJL Ne: JIM-Ne(001333)-(PI-RU) dt. 15.11.23 /
JI1-Ne(001333)-(PT-RU) ot 15.11.23

Page5of 6/ Crp.5u36

12 | Packaging / Ynaxoska 10 tablets in a (PVC/AIPVC) foil /| 7 or 10 tablets in a (PVC/AI/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 2 carton pack.
carton pack. / Ilo 10 Tabnetox B |/ Tlo 7 wmn 10 rtabierok s Oancrep wus
bnuctep u3 (ITA/AJUTIBX) donbru | (TTA/AJ/TTBX) Goserit /  amomiinesoi
/' amomunuesoll doneru. [lo 3 donsru. Tlo 1, 2 unu 3 6nucrepa Bmecte ¢
GimicTepa BMeCTe ¢ MHCTPYKLUMEH 10 | HHCTPYKLuel 1o TPUMEHEHUIO  (JIMCTKOM-
NIPUMEHEHUIO (MCTKOM- | BKNAJIBILLEM) B MTAYKY KAPTOHHYIO.
BKJIAJIBILIEM) B TAUKY KAPTOHHYIO.

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

The indicator may not be included in the firm's certificate of analysis.

* [TpoBOAMTCS MPOM3BOIMTCIIEM NIPH BBITYCKE NEPHOIMYCCKH (C HHTCPBATOM OJTHO HCTbITaHHe Ha 10 cepuii wau ne neree 1 pasa B rog).
Tokasarenn, MOXET 6T HC BKTIOYCH B cepTH(UKAT aHATH3A PUPADI

Levocetirizine dihydrochloride / JleBoueTHpu3MHa IUTMAPOXIODU
API name / Haumenosaune ADC: ¥y HeTup AUTUIp pua

INN / MHH: Levocetirizine / Jlesouetupusnn

API manufacturer batch number / ACRHO004125
Howmep cepun npoussogurens ADC:

FCRA02760
FP Manufacturer API Batch number /
Homep cepun cy6cTannun
npousBoauTes ['JIdD:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameqanue: [IpoaykT cooTBetcTBYET TpeGoBanusM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBaeHo: /{ (Sa__“,_ﬁ . [TpoBepetiy: /i ."\‘-\ ) Onobpeno: Menemxep / PS‘)’K/O}?OIU/]TGHB
Date / i ' -Date / = Date / T 03 S
Jlara: 3 [ "C‘Z)'_m;lr Hata: =/ -p3-2p04— | Hata:
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Dr. Reddy’s Q? CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJTH3A

Er_oduct : Allerway film-coated tablets 5 mg
I

[(HIpoayxr: Aniepssii TabneTky, NokpbIThie MAEHOYHON OGONG AT Swmr

Market / Poinok : Russia / Poccus

BatchNo./ 'Batch Quantity / 1040300 tab / -]

Cepun Ne o Pasmep cepun 1040300 Tab

Analytical R No. i -
nalytica epovrt 0./ : 890001801931 Date of Analysis / . 31/03/2025

AHaJuTHYeCKUii oTyeT No Jara ananuza

l_)afe of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

Jara nponzsoacrea Toaen no T -

Mfg. License No. / .

MpoussoacTeennasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI-RU)

Jienzna Ne

Analysis performed according ND No / Anannz MpoBCaeH Mo Ne: JIM-Na(001333)-(Pr-RU) dt. 15.11.23 /
JTT-No(001333)-(PT-RU) or 15.11.23

— ]

Page 6 of 6/ Crp. 6 u3 6

| ]
API Manufactured by & country / . . .
Mpomssoantens ADC, crpana: Dr. Reddy's Laboratories Ltd., India /

H-p Peni’c JTaGoparopie Jita.. Mumis
Survey Ned 1, (Formulations Technical Operations - ITnirII),— ]
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Bachupally (V), Bachupally (M), Medchal-Malkaj giri (Distr.), Telangana
State, India (License No S9/RR/AP/97/F/R)
VYuactok Ne 41, (TpoussoacTeeHHoe noapasaenenue-III). bauynanau
Bunnapx, bauynanny Mangan, Meauan Mankamxrupu Hductpuxkr,
bauynanau (B), Bauynanau (M), Menuan-Mankamkrupu (JT), witar
‘ NPOH3BOACTEO/KOHTPO.IL Tenaurana, Mnans (JInuensns Ne 59/RR/AP/97/F/R)
[ KayectTBa/Boinyck I'JID /
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.

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

HaumenoBauue, axpec u Homep
JIMICH3HH TJIOIAMKH,
OCyHIeCTBJIAIONI e

3aksoueHne 0 COOTBETCTBIM: «HacTosAuM 51 TOATBEPXK AL, UTO NPUBEAEHHAS Bbllle HHOPMALHS SBISETCS JOCTOBEPHOMH
M TOUHOM. JTa cepus NPOAYKLMHU Npok3BeaeHa (BKIoUas YNaKkoBKy (MapKHPOBKY) W KOHTDPOJIb Ka4eCTBA) Ha BhilleyKa3aHHO
MPOU3BOACTBEHHOH Muolllafke (NNOWIAAKaX) B NOMHOM COOTBETCTBHM ¢ TpeOoBaHMAMM IlpaBun Haanexaiuei
npousBoacTeeHHOH mpakTHkh (NeGMP-01887/21/IN ot 28 anpenss 2021) u TpeGoBaHMAMH KOHTPONS KauecTBa
JIEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBHH €O cneUubHKAUMSMH, COACPKALMMKUCS B PErHCTPALMOHHOM JOChE
CTpaHbpl-UMNIOPTEPA. 3allucu 110 TMPOM3BOJCTBY, YMAKOBKE M aHaiW3y TMPOBEPEHDbl, H YCTAHOBJIEHO HX COOTBETCTBUE
TpebosanusM [IpaBun Hapnexauiei NpoU3BOACTBEHHON MPAKTHKIA,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanusaM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by | Approved by: Manager/Executive /

N - [ IposepeH(: )N~/ Opnobpeno: Menemxep / Pykosonuresb
[ToaroTosneHo k*twﬂ poBepe 2 ) i
Date / 9_&/ Date / Date / 3 -03 _‘9&{
Hara: 3 ( =\ o Hara: 2 ~0%- 2024 | Hara:




