| N
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

Mct : Allerway film-coated tablets 5 mg

Hponyh“r: Ansiepeail TadneTin, MOKPBITEIE TUIEHOYHOM 0807104K0i, 5 Mr

Market / Peinox : Russia / Poccus
Batch No. / . (2413836 Batch Quantity / . 1040300 tab /
Cepns Ne ) Pa3mep cepun * 1040300 Tab
A i ; i
Analytlcal Repourt No./ . 890001770615 Date of Analysis / . 25/10/2024
HAJIMTHYECKHI oTYeT No JlaTa aHanamn3a
D :
ate of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027
JlaTa npon3ssoacTia T'ogen no
Mifg, License No. /
IIponssoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHuenH3na Ne

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

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

Pagel of 6/ Ctp.1 m36

Ne | Test / Iloxa3zaTtean

Result / PezysibTars!

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. / OBgasibHBIE
JIBOSIKOBBIITYKJIbIE TabJIeTKH,
[MOKPBITEIE [JIEHOYHOH

oboyioukoii Genmoro 1Bera, ¢
OIHOH CTOpPOHBI TJIQJKWE, Ha
Apyroil cropoHe rpaBUpoBKa «R
5». Ha nonepeuHom pa3spese
a1po 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. / OBaJIbHbIE ABOSKOBBITYKIIbIE
TabJIeTKH, NOKPBITHIE TICHOUHON 060JI0UKOM
6eoro Mnu MOYTH GeNoro LBETa, ¢ OAHOM
CTOPOHBI IJIafIKHE, HAa JAPYTOM CTOPOHE
rpaBupoBka «R 5». Ha nonepeynom paspese
S,Ipo OT Henoro A0 MoYTH OENIOro I{BeTAa.

2 | Identification
Levocetirizine/
HUnentudukanus
JleBolleTH pU3IH

Complies as prescribed /
CootBercTBYeT 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 yaepxuBaHHS
OCHOBHOMO  TIHKA Ha  XpOMAarorpamme
HCIIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YAEpIKHBAHHS
OCHOBHOTO IIHKa Ha XpOMaTorpaMmme pacTBopa
CTaHOApTHOrO  obpa3na  JieBOIKETHPH3WHA
puruapoxnopuaa (pasaen «KonndecTBeHHOE

OIIPE/IENIEHUEY).

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykt cooTBeTCTBYET TpeboBaHusiM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Checked by /

Approved by: Manager/Executive /

Prepared by / O 67

IToaroroBneHo: ?J & = ]'lposepelm P Onobpero: Menemxep / PykoBoputens
o ) — 37

Date / 09 024 | Date/ Date / as Ao

Ilara: 29 JaTa: 24 -(0 - 20204 | Hara: )
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[JT1-Na(001333)-(PI'-RU) or 15.11.23

Mpoayxr: Annepsaii Tabnertn, MOKPLITHiE MUIEHOUHON 060I0UKOI, 5 MT
Market / Poinok : Russia / Poccus
Batch No. / . C2413836 Batch Quantity / . 1040300 tab /
Cepusi Ne ) Pasmep cepun " 1040300 Tab
A i ; i
nalytical Repovrt No./ . 890001770615 Date of Analysis / . 25/10/2024
ARanuTH4ecKkuii oTuet No HdaTa anaausa
D .
ate of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027
Jdata nponssoacrea I'oneH ao
Mfg, License No. /
IMpoussoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jumensns Ne
Analysis performed according ND No / Anaiu3 nposeaen no HJI Ne: JIM-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 m36

3 | Average weight /
Cpeausis macca

134.54 mg / 134,54 mr

133.25 mg + 4% (between 127.92 and 138.58 w
mg) /
133,25 mr+ 4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
Pacnagaemoctn

5min/ 5 MuH

Not more than 15 min / He 6onee 15 MuH

5 | Dissolution / PacTBopenue

Unit-1/Ta6n.-1 93 %
Unit-2 / Tabn.-2 96 %
Unit-3 / Ta6n.-3 97 %
Unit-4 / Tabn.-4 95 %
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 94 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He Mmenee 80
% (Q) oT HOMHHANIBHOIO COAEPKAHHUS
NEBOLETUPH3MHA AMTHIPOXIIOpHAa Yepes 20
MUH,

6 | Related Substances / PoxcTBeHHBIE NpHMecH

Impurity A /[pumecs A

Impurity B / [lpumecs B

Impurity C / Hpumecs C

Impurity D / Ilpumecs D

Not detected / He obHapyxeHa

0.03%/0,03%

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hipxe npesena KonH4eCTBEHHOTO
onpeaenenus (TTIKO = 0,004 %)

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeGoBaHusiM HJI

Conclusion : APPROVED /
3axkmouenye: OJJOBPEHO

[
Prepared by / f’) {;_,5?‘?—”” Checked by / Approved by: Manager/Executive /
IToaroroBneHo:; (/ - [Tposepeng: 0 ) OpnobpeHo: Menemxep / PykoBonutens
Date / o9-to - Date / Date / S 6O
Jara: 2024 Harta: 29 ~ (0 20 91y | Jara: )
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CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpogyrer: Annepesii abneTxu, TTOKPBITHIEC TJIEHOYHOM 060104KOM. 5 MT

Market / PoiHok

: Russia / Poccus

JIHUeH3us1 Ne

Batch No. / . C2413836 Batch Quantity / . 1040300 tab /
Cepusn Ne ) Pazmep cepun 1040300 Tab
Analytical Repourt No./ . 890001770615 Date of Analysis / . 25/10/2024
| AHaauTHYeCKHIT oTdeT No Jdarta anajuza
D -
: ate of Manufac_t_ure / . 26/09/2024 Date of Expiry / . 31/08/2027
HaTa nponssoacrea T'open go
Mfg. License No. /
HNpoussoacreenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001333)-(PI'-RU)

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

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

Page3 of6/Crp.3 36

| Impurity E / [Ipumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / Ilpumecs |
RCT-3

Any individual unidentified
impurity / Jlo6as exuHu4Has
HEHJEHTUDULINPOBAHHASL
pHMech

0.03%/0,03%

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

—

Below LOD (LOD = 0.014 %) /
Huxe npenesna obHapyxenns (ITO =
0,014 %)

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

0.08%/0,08%

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

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

Not more than 0.2 % / He Gosiee 0,2 %

Total impurities /
Cymma npumeceii

0.1 %/0,1%

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

7 | Chiral purity / XupanbHas
YHCTOTA

Not detected / He oOHapykeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B
Macce IPH BbICYIUMBAHHH

2.2%/2,2%

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

Remarks : The Product confirms to ND/

IIpumeuanne: ITponykT cootBeTcTBYET TpeboBannsam HJJ
7\

Conclusion : APPROVED /
3axnaouenue: OJJOBPEHO

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

Honromsnem?if::f/ IposepenoT" g Onobpeno: Menemxep / PykoBoauTeib
15— i) fai -

Date / ~Q0) Date / Date / S {00

Hara: 24rto ~geo d Hata: 29 ~(o ~202¢¢ | Hata: *
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepsait TAGNETKH, TOKPLITEIE TUIEHOYHOH 060N0UKOM, 5 MT

Market / Peinok

: Russia / Poccus

Batch No. / . 2413836 Batch Quantity / . 1040300 tab/

Cepus Ne ’ Pazmep cepuu © 1040300 Tad

Analytical Repovrt No./ . 890001770615 Date of Analysis / . 25/10/2024
AHananTuyecKHil oTyeT Ne JlaTa anaau3za

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

JaTa npon3soacTaa T'ogen no

Mfg. License No. /

IIpoussoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHLeH3usT No

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

Analysis performed according ND No / Ananu3 nposenen no HJ{ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page4of 6/ Crp.4 u3 6

9 | Microbiological purity*/ MuxpoGuoorayeckas yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Obuiee qucio Menee 10 KOE/r He 6onee 10° KOE/r
a’pOOHBIX MUKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Obee uncio Menee 10 KOE/r He 6osee 10> KOE/r
JOPOMOKEBBIX U TIJIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctByerB 1 1 OtcytcTBue B 1T
10 | Uniformity of dosage units / 3.8/3,8 Acceptance value (AV) should not be more
OaHopoaHOCTH AO3HPOBAHHA than 15.0./ [Tokazarens npuemieMoctd (AV)
JormkeH OpITh He Oonee 15,0.
11 | Assay / KonuuecTBeHHOE 4.96 mg / 4,96 mr Between 4.75 mg and 525 mg of
onpejeieHHe levocetirizine dihydrochloride per tablet. /
Or 4,75 wmr go 5,25 Mr neBOUETHPHU3UHA
JUCHIPOXOpHa B TabyeTKe.

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 1 blister 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 Tabnerok B |/ Ilo 7 wnu 10 Tabnerok B Osmcrep u3
6nuctep us (ITA/AJI/TIBX) doneru | (TTA/AJI/TIBX) donern / amoMHHHEBOH
/  amomuuueBolt ¢oneru. Ilo 1 | doneru. ITo 1, 2 umu 3 6Gnucrepa BMECTe ¢
OnucTepy BMECTe ¢ MHCTPYKI(Mel 0 | HHCTPYKUKEH [0 TpUMEHEHHIO (JIUCTKOM-
TPUMEHEHHIO (IUCTKOM- | BKJafbliieM) B MTaYKy KapTOHHYO.
BKJTA/IBILIIEM) B TTAYKY KAPTOHHYIO.

Remarks : The Product confirms to

[pumeuanne: Ilpoaykr cootBeTcTBYET TpeboBanusm HJL

ND/

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Prepared by / ‘1 Checked by / Approved by: Manager/Executive /

[ToaroToBneHo: npoaepem Onobpeno: Meunemxep / PykoBoautens
2 - S~

Date / %rf 0 Qo224 | Date /T Date / AJAL—xw

Jara: Jara: LA 0 -02m 2y y Hara: ™




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

‘Dr.Reddy’s ":‘.

Product : Allerway film-coated tablets 5 mg
HMpoaykr: Asutepsaii TabAETKU, TOKPBITHIE MIIEHOYHOM 0600YKOM, 5 MT
Market / PoiHox : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
: C24 :

Cepus Ne CaBe30 Pazmep cepun 1040300 Tab
Analytical Report No. / . Date of Analysis /
AHajuTHYecKHIT oTyeT No + 890001770615 JlaTa anaau3a © 25/10/2024
D -

ate of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027
Jara npousBoscTBa T'onen oo
Mfg, License No./
ITponsBoacTBeHHASA : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
JIHUEH3MsT Ne |
Analysis performed according ND No / AHasns nposeaen mo HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
@I-M(OOIS%)—(PF—RU) or 15.11.23

PageSof 6/ Crp.5Su3 6
* 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.
* ITpoBOAMTCS MPOM3BOAMTENEM NPH BBIYCKE MEPHOAMYECKH (C HHTEPBANOM OJIHO MCTbITaHue Ha 10 cepuil MM He MeHee
1 paza B ron).
[TokasaTesib MOXET ObITh HE BKIIOYEH B CEPTHRIKAT aHAIN3a (PHpPMBI.
API name / HaumenoBanue APC: Levocetirizine dihydrochloride / JlesoneTupH3uHa AUTHAPOXIIOPHL,
INN / MHH: Levocetirizine / JlepoiieTUpU3nH

API manufacturer batch number /

Homep cepuu nponssoxurens APC: LCOTIE0D
FP Manufacturer API Batch number /
Homep cepuu cy0cTanuuu FCQA02970

nponssoauTen I'JID:

API Manufactured by & country/
IIpomssogutens ADC, ctpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Penmu’c Jlabopartopuc Jtn., Unaus

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

HaumenoBaHue, agpec 1 HOMep
JIMIeH3AH IO AAKH,
ocylecTBAA IO el
MPOU3BOACTBO/KOHTPOJIb
KadecTBa/Boinyck I'JI® /

Survey Ned1, (Formulations Technical Operations - Unit-1II), 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)

Vuyactok Ne 41, (TIIpouzBoacteenHoe noapazaenenue-II), badynanmu
Bumtamx, bauynamnu Maugan, Menuan Mankapkrupu JIUCTPUKT,
Bauymnayuti (B), bauynaniu (M), Menuan-Mankamkrupu (1), wrar
Tenanrana, Ungus (JIuuensis Ne 59/RR/AP/97/F/R )

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.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanmne: [IponykT cooTBeTcTBYET TpeboBanusm HJL 3akmiouenne: OJJOBPEHO

Prepared by / ) Q,@p .| Checked by / Approved by: Manager/Executive /
ﬂ(}ﬂFO‘I‘UBJICPiLVA@W Hposepem /) Opnobpeno: Menemkep / PykoBoautens
Date / Q‘?’CQ - Date / Date / R o
Jara: 224 Jara: 29 (0 ~920p2¢ | Hata: ")
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
| Ipoaykr: AnnepBsii TabneTku, MOKPhITHIE IIEHOUHOH 060IOUKOM, 5 M

Market / PoiHok

: Russia / Poccns

JIHUEH3Uusa Ne

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

Cepusn Ne aEREnR Pasmep cepun ‘1040300 Tad

Analytical Repourt No./ . 890001770615 Date of Analysis / . 25/10/2024
AHaauTHYecKuii oTueT No JlaTa aHanu3a

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jarta npousBoacraa Fogen mo

Mifg. License No. /

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

1
Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JII-Ne(001333)-(PT-RU) or 15.11.23

3aKiroueHne 0 CooTBeTCTBUM: «HacTOAMM 51 MOATBEPXK A0, YTO NPHUBEACHHAS BBILIE HH(OPMALHS SBISETCS JOCTOBEPHOM
M TOYHOM. DTa cepust NpoAyKL1WH NPOu3BeieHa (BKI0Yas yraKoBKy (MApKHPOBKY) M KOHTPOJIb KaUeCTBa) Ha BbILLIEyKa3aHHOH
NPOM3BOJCTBEHHON [Ulomlanke (TUIOI@AKax) B TOJHOM COOTBETCTBHM C TpeGoBaHWsAMH I[IpaBus  Hamiexaiieit
npousBoacTBeHHOM npakThkn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGoBaHWsIMM KOHTPOJIS KadecTBa
JIEKapCTBEHHEBIX CPEJCTB, & TaKXKE B COOTBETCTBHUM CO CHELUGUKALUAMH, COACPIKALIUMMUCS B PErHCTPALIMOHHOM AOCHE
CTpaHbl-UMIIOpTEPA. 3anucH [0 NPOU3BOACTBY, YHNAKOBKE W aHANM3y MpPOBEPEHbI, W YCTAHOBIEHO MX COOTBETCTBHE

Page 6 of 6 / CTp. 6 u3 6

TpeboBanuam [IpaBun Hagnexalel NPOU3BOACTBEHHON TPAKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJT 3axmouenne: OJOBPEHO
o)

Prepared by / 220 | Checked by / Approved by: Manager/Executive /
]’Iomu-roanemQW [Tposepeng: [~ &\ 0 Ognobpeno: Menemxep / PykoBoautens

— 3
Date / ~0~9c/4 |Date/ T Date / A AL
Hara: <q Hata: 24~ (0 ~202y | Hara: "




