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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepsait TabneTkH, MOKPHITHIE MIEHOUHO 000/104KOM, 5 MI

Market / PuiHOK : Russia / Poccus

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

Cepust Ne + C2504757 Pasmep cepun * 1040300 tab

Analytical Repovrt No. / . 890001807719 Date of Analysis / . 30/04/2025

AHaauTHYecKHii 0TyeT Ne JlaTa aHasu3a

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

Jara npousBoacTBa Togen g0 B |
Mfg. License No. /

IponssoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PI"-RU)

JHUEeH3HA Ne

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

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

Pagelof 6/ Crp.1u3 6

Ne Test / IToka3aTeinb

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucaune

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. / OBaJbHEIE
JIBOSIKOBBITTYKJTBIE TabNeTKH,
HOKPBITBIE TUIEHOYHOH 000I0UKOH
Georo [BeTa, ¢ OAHOW CTOPOHBI
mlagKye, Ha JApPYyrol CTOpOHE
rpasupoBka «R 5». Ha nonepeynom
paspese sipo 6eNoro nBera.

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 JBOSKOBBITYKJIbIE
TabIeTKH, MOKPLITHIE MIEHOYHOUI 060710uKOi
6eyioro WM MoYTH Oejoro UBETa, ¢ OJHOHU
CTOpOHBI TJIafiKKe, Ha Jpyroil cTopoHe
rpaBupoBka «R 5». Ha monepeunom paspese
Aapo oT 6enoro Ao no4tH 6eoro BeTa.

Identification
Levocetirizine/
Hnaentudukanns
JleBOLETHPH3HH

Complies as prescribed /
CooTBeTcTBYyeT TpeOOBaHUIM

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 ynepxuBaHus
OCHOBHOTO  TIMKa Ha  Xpomarorpamme
UCIBITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBATh BPEMEHM  YyJEep:KUBaHUS
OCHOBHOTO [THKa Ha XpoMaTorpaMMe pacTBopa
craHgaptHoro obpa3ua  JIeBOLETHPH3HHA
auruapoxiopuna (pazgen «KomuuecTBeHHOE
OMpe/iCTICHUER).

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykr coorseTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
)

Prepared by / Checked by / . Approved by: Manager/Executive /
TloarorosneHo: & [Tposepenot, OnobpeHo: I\]ges-{em{cep / PyxoBogurenb
Date / Date / .-Date /
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

—
Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepp3ii TabneTky, NOKpbITEE MIEHOYHOH o0oaouKoii, 5 Mr

Market / PoiHOK : Russia / Poccus

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

Cepust Ne P C2504757 Pa3mep cepnn * 1040300 Tab

Analytical Repourt No./ . 890001807719 Date of Analysis / . 30/04/2025
AnannTHyeckuii oTuer Ne JlaTa ananansa

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

Jata npon3soacTBa T'onen go

Mfg. License No./

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

JIII-Ne(001333)-(PI"-RU) ot 15.11.23

Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JIII-Ne(001333)~(PI'-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 136

3 | Average weight/
Cpeansist Macca

134.35 mg/ 134,35 mr

133.25 mg + 4% (between 127.92 and 138.58

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

4 | Disintegration /

4 min / 4 MuH

Not more than 15 min / He 6onee 15 mun

Pacnapaemoctsb
5 | Dissolution / PacTrBopenue Unit-1/ Ta6n.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Taon.2 99 % ;ilhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHAJIBHOTO COJEpKaHUs
Unit-3 / Ta6n.-3 99 % JIEBOLIETUPH3WHA AMTHApPOXIopuaa depes 20
Unit-4 / Tabn.-4 101% |
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PogcTBeHHBIe IpUMeECH

Impurity A / [Ipumecs A

Impurity B / Tlpumecs B

Impurity C / ITpumecs C

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.008 %) /
Hike mpemena KOJHYECTBEHHOIO
onpenenenns (ITKO = 0,008 %)

Not detected / He obHapyxeHa

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJ

Conclusion : APPROVED /
3aximouenue: OJIOBPEHO

i*\"pproved by: Manager/Executive /

Prepared by / Checked by /, L
[MoxrorosneHo: & [Tposepeno: 2 & Onobpeno: Menemrep / PykoBogurens
Date / Date / Date / L
. . -
Jara: 320 o4 -lo L=y Hara: 20 {M\jjﬂma: Toou-1° oA




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJINU3A

Product : Allerway film-coated tablets 5 mg
Ipoayxr: AmiepBaii TaOIETKH, TOKPHITHIE MNIEHOUHOH o00noukoii, 5 Mr

Market / PoiHoK : Russia / Poccust

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

Cepusa Ne e Pa3mep cepun * 1040300 Tab

Analytical Repourt No./ . 890001807719 Date of Analysis / . 30/04/2025
AnanuTHuecKnii oTyer Ne JlaTa anaansa

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

Jata npousBoacTsa Toaen 1o

Mfg. License No. /

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

Analysis performed according ND No / Ananns npoeegen no HJI Ne: JIII-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page3of6/Crp.3 m36

Impurity D / I[Tpumecs D

Impurity E / [Ipumecs E

Impurity F / [Tlpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas equHUYHAs
HeHIeHTH(DUIMPOBAaHHAS
NpUMeCh

0.01%/0,01%

Below LOQ (LOQ = 0.023%) /
Hmxe mnpenena KOIMYECTBEHHOTO
onpeaenenus (ITKO = 0,023 %)

Below LOD (LOD = 0.014 %) /
Hmxe npeaena obHapyxenus (IIO =
0,014 %

0.05% / 0,05%

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

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

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

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

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

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 / XupajibHas
YHCTOTA

Not detected / He o6HapyxkeHa

S-isomer — not more than 1.5% /

S-usomep — He 6osee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusamM HJ

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by C?_¢K“_}Approved by: Manager/Executive /

Iloxrotosnexo: @ [Tposeperol, OmnobpeHo: Mcrgﬁcep / PyxoBoaurenb
P

Date / — Date / _ ~Date / o

Hara: 20 oM ~2025 Hara: B304 2005 Hara: Ecay- o =8




-.Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

NMpoayxr: Asnepsaii TabaeTKy, MOKPHITHIE MIIEHOYHOH 060J104KOM, 5 MT

Market / Puisok : Russia / Poccus

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

Cepus Ne R ISES S Pasmep cepuu " 1040300 Tab

Analytical Repo“rt No./ . 890001807719 Date of Analysis / . 30/04/2025
AHannTH4yecKHii oTyeT Ne JaTta ananusa

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

JaTa npou3BoacTBa I'ogeH no

Mfg. License No. /

IIponseoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JuueH3ust Ne

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

Analysis performed according ND No / Auann3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page40f 6/ Crp. 4136

8 | Loss on drying / IloTeps B 2.2%/22% Not more than 6.0 % / He 6onee 6,0 %
MAcce MPH BLICYIIHBAHHA
9 | Microbiological purity*/ Mukpo6noornyeckas Yucrora®
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1ee yucio Menee 10 KOE/r He 6osee 10° KOE/r
a3po6GHBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Obuiee yucio Menee 10 KOE/r He 6onee 10* KOE/r
JPOMOKEBBIX U TIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctBYeTB 1 T OtcyrctBHE B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OAHOPOOHOCTH 28/2.8 than 15.0./ TTokasatens npuemnemocTd (AV)
J03HPOBaHUS B JokeH ObiTh He H6oee 15,0.
11 | Assay / KosimuecTBeHHOE Between 4.75 mg and 525 mg of
onpeaeneHue 4.97 mg /4,97 mr levocetitizine dihydrochloride per tablet. /
Or 4,75 Mr pmo 5,25 Mr IeBOLETUPU3HHA
JMIHAPOXJIOpUa B TableTKe.

Remarks : The Product confirms to ND/

ITpumeuanwne: IIponykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

S
Prepared by / Checked by / i 1 Approved by: Manager/Executive /
[ToaroToBeHO: @‘ ]'lpoaepe;-m:g;{&p/e/ﬁ Onobpeno: Menemkep / PykoBoantensb
Date / Date / =7, Date / = ‘
Jlara: 30-0M ~202.4~ Jara: &L Cai ] Jara: 2o2y ~r0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Ipoayxr: Anmnepraii TabneTKH, NOKPEITHIE IIIEHOYHOH 060J104KOH, 5 MI

JuieH3Ha Ne

Market / Poraok : Russia / Poccus

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

Cepus Ne A [C2508757] Pa3smep cepun * 1040300 tab

Analytical Repourt No./ . 890001807719 Date of Analysis / . 30/04/2025
AHasuTHueckHii oryet Ne JlaTa aHaau3a

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

JlaTa npon3BoacTEa T'ogen no B

Mfg. License No./

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

JITI-Ne(001333)«(PT-RU) ot 15.11.23

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

PageS5of 6/ Crp.5m3 6

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10tablets 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 a carton pack.
carton pack. / ITo 10 rtabnerox B |/ Ilo 7 wmm 10 Tabnetox B Gnuctep u3
6miactep u3 (ITA/AJI/TIBX) doneru | (IIA/AJI/TIBX) donern / antoMHHHEBOH
/ amomuumeBoit ¢onerd. Mo 3 | doneru. ITo 1, 2 unm 3 6amMcTepa BMecTe ¢
6aMcTepa BMeCTe C HHCTPYKLHEH 10 | HHCTpYKUHeH NO NpHUMEHEHHIO (JIMCTKOM-
MpUMEHEHHIO (IMCTKOM- | BKJIaJIbIIIEM) B IAUKY KapTOHHY!O.
BKJIQJBIIIIEM) B TTAYKY 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.
* TIpoBOAUTCSA IPOHIBOAUTENEM IPH BBIILYCKE MEPHONMYECKH (C HHTEPBANOM OJHO HcnbITanne Ha 10 cepuit i He Mewee 1 pasa B ron).

TTokasaTenb MOXeT ObITh HE BKIIIOYEH B CEPTH(HUKAT aHATH3A PUPMBI

FAPI name / HaumenoBanne ADC:

Levocetirizine dihydrochloride / JlerouieTnpH3nHa JUrHIPOXJIOPUL

Levocetirizine / JleBonieTHpuU3nH

Howmep cepun cyGcTaHIuu
npoussogures I'JID:

INN/ MHH:

API manufacturer batch number / ACSHO000101
Homep cepuu nponssoauntens ADPC:

FP Manufacturer API Batch number / FCSA00117

API Manufactured by & country /
Ipouseogurenr ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penmu’c Jlaboparopuc Jita., Muaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: [TponykT cooTBeTcTBYET TpeboBaHusam HJI 3axmouenne: OJOBPEHO

N A

-

Prepared by / Checked by /, 5_,’,,/;/;’* .| Approved by: Manager/Executive /
IToarotoBneHo: & HpOBepeHOQV Onobpeno: Menemiep / PykoBoautens

Hara: 2o00Y 2025 Jara:

Date / Date /

O~%,~ 10/ ¢;Date /
3 Q\)I[aTa: Loopuw -2 2L
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Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIHU3A

Product : Allerway film-coated tablets 5 mg
IIpoxyxT: Annepsaii TabneTKH, NOKPHITHIE INIEHOYHOH 060T04KOM, 5 M
Market / PoiHOK : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne b [C2S 05 Pazmep cepuu * 1040300 a6
Analytical Repovrt No./ . 890001807719 Date of Analysis / . 30/04/2025
Ananuruyeckuii oTyer Ne Jlara ananauza
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JaTta npounsBoxcraa T'ogen g0 _ _ - .
Mfg. License No. /
IpouszBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHneHsus Ne
Analysis performed according ND No / Auanus nposegen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 M3 6

Name. address. authorization No for Surve}f Ne4l, (Formulations Technical Operations_- Unit-HI),
FP mz;nu fac tu;ing site / Control site / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupa}ly (M), Medchal-Malkajgiri (Distr.), Telangana
HanveroBanHe, axpec # HoMep State, India (License No 59/RR/AP/97/F/R)
J— n.nou;amcu Vuactok Ne 41, (ITpouzBoacteenHoe noapaznenenue-IIl), bauynaniu
S — ’ Bumnamk, Bauynanm Maunpan, Meguan Mankamkrupu JUCTPUKT,
ym " Bauynannu (B), bauynannau (M), Meauan-Mankamkrupu (1), wrat
NPOH3BOACTEO/KORTPO, Tenanrana, Uunus (JIuuensust Ne 59/RR/AP/97/F/R)
KauecTBa/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.

3aK/oueHHe 0 COOTBETCTBHMH: «HaCTOSIIMM 51 MOATBEPXKAAL0, YTO MPUBEACHHAS Bbillle HH(QOPMaLUs ABISETCS JOCTOBEPHOH
¥ TOYHOM. DTa cepus NPOLYKLHH NPOH3BeaeHa (BK/IrOYast yakoBKY (MapkKUpPOBKY) H KOHTPOJIb Ka4€CTBA) HA BbIILIEYKa3aHHON
NPOM3BOACTBEHHON IUTONIaAKe (MIollankax) B TOJMHOM COOTBETCTBHMM ¢ TpeboBaHusaMu I[lpaBun Haisexawei
npou3BoAcTBeHHo# mnpaktuku (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGOBaHMSAMH KOHTPOJISL KadyecTsa
JIEKApPCTBEHHBIX CpPEJICTB, & TAKXKE B COOTBETCTBHU CO CHELM(PUKALUIME, COACPKANIMUMHUCA B PETMCTPAHOHHOM JI0ChE
CTpaHbI-MMIOpTEpa. 3amucH MO TNPOU3BOACTBY, YNAKOBKE W aHAM3y IMPOBEPEHBI, M YCTAHOBJECHO HX COOTBETCTBHE
TpeboBanmsM 1paBuin Hagnexamen NPOU3BOJCTBEHHOM NIPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT coorBercTBYeT Tpeboanusm HJI 3akuouenue: OJJOBPEHO

>
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: & [Tpoeepeno: ~ Opobpeno: Menemxep / PykoBoauTensb
(D%‘—j ;

Date / Date / 2 7, 9% _ - Date / '
Ilata: 30 -0Y 02§ JlaTa: 2024 Jarta: Bo-=H ~ 202¢




