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Dr.Reddy’s ‘,’o.

Product : Allerway film-coated tablets 5 mg
Tpoaykr: Anneppoii TadaeTki, NOKPbITbIE NICHOUHON 060104KOI, 5 MP

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTU3A

n3m. Ne 1 o1 20.01.2022)

Batch No / : C2301309 Batch Quantity / 1040300 tab /
Cepus Ne O6bem cephu 1040300 Tab6
Analytical Report No/  : 890001646306 Date of Analysis / 18/02/2023
AHanuTuueckum otuet Neo Jlara ananuza
Date of Manufacture / : 01/2023 Date of Expiry / 12/2025 —
JaTta nponzeoacraa ['onen no

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-004008-200820 (amend Ne 1 from 20.01.2022/ |

Page 1of4/Crp. 1 u3 4

Jlesoueru PH3HH

Ha

No Test / Ilokazarens Result / Pe3yabTaTnl Specification / Hopma
1 | Description / Onucanne Oval, biconvex, white film-coated Oval, biconvex, white to off-white film- |
tablets, plain on one side and with "R | coated tablets. plain on one side and with "R
5" debossed on the other side. White | 5" debossed on the other side. White to off-
core on a cross section. / OBanbHbie white core on a cross section. / OpanbHble
JIBOSIKOBBINMYKJBIC TAONCTKH, ABOSIKOBLITYKNBIC — TaOJNCTKM,  OOKPBITLIC
MOKPBITLIE THIEHOUHOI 000JI0YKOI MUIEHOUHOH 000JIOUKON OENoro WKW MnoyTH
0eNoro 1BeTa, ¢ 0OJIHON CTOPOHbI Oenoro uUBeTa, ¢ O/JHOM CTOPOHBI I1AfKUE, Ha
rajKue, Ha Apyroii CTopoHe NpYroil cTopoHe rpasupoBka «R 5».
rpasuposka «R 5». Ha nonepeunom | nonepeutom paspese sapo ot Genoro 1o
paspese siapo 0enoro ugera. nouTH O6ENoro LBETA.
| |
!
| 2 | Identification. Complics as prescribed / The retention time of the main peak in the
Levocetirizine/ CoorBeTcTBYET TpeOOBaHUSIM chromatogram of test solution should
ToanunnocTs. comply with the retention time of the main

peak in the chromatogram of levocetirizine
dihydrochloride reference standard solution
(section "Assay"). / Bpems yaepsknsanmsi
OCHOBHOFO MUKA HA XpoMaTorpamMmme
MCIBITYEMOIO PACTBOPA JI0JDKHO
COOTBETCTBOBATE BPEMEHH YAEPIKHBAHMUSI
OCHOBHOIO MHKa Ha XpoMaTorpaMmme
pacTBOpa cTaHAapTHOro obpa3ua
AEBOLETHPH3HHA AUTHAPOXIopHAa (pazaen
«KonuuecrseHHnoe orpeneneHme).

3 AverageTveight/ 133.15mg / [33,15 mr 133.25 my + 4 % (127.92 to 138.58 mg) /
. Cpeansist maccea 13325 mr +4 % (o1 127,92 o 138,58 mr)
Remarks 7h_c Product confirms to NT)/ Conclusion : APPROVED /

ITpnmeuanne: [TpoaykT coorBeTcTBYET TpeboBatinsm HJL

Jakmoucime: OJJOBPEHO

Prepared by /

X

Checked bv /

Approved by: Manager/Executive /

IToarorosneno: lposepeng ) Ozoopero: Mereusep / Py KOBO uln s
Date / Date/ Date /
Jlara: _th 02 209\6 Jlara: 03-00 - 200/ Jata: 2‘&'{:’@ % __Za),-_i
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Al_lerway filim-coated tablets 5 mg
[TpoayxT: Annepsaii tabaerku, MOKPLITHIE fsieHOUHOH 060N0oUKOH, 5 MT

Batch No/ : C2301309 Batch Quantity / 1040300 tab /
Cepnst Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001646306 Date of Analysis / 18/02/2023
AHanuTHuecknit otyeT No JlaTta aHanusa

Date of Manufacture / 2 0172023 | Date of Expiry / N 12/2025 B
Jlata mpou3BoacTBa ["onen no

Analysis performed according ND: / Ananns nposeaen no HJI: JITT-004008-200820 (amend Ne 1 from 20.01.2022/ |

u3m. Ne 1 o1 20.01.2022)

|

Page2 of4/Cip. 2 uz 4

Not more than 15 min/
He 6onee 15 mun

4 | Disintegration / 04 min/ 04 Mmun
Pacnapgaemoctn

5 Dissolutionm Unit-1/Ta6n.-1 94%
Unit-2 / Ta6n.-2 95%
| Unit-3/ Ta6n.-3 2%
| Unit-4/ Ta6n.-4 95% |

Unit-5/ Tadn.-5 97%

~ Unit-6/ Ta6n.-6 97%

i

6 E Related Substances / ITocroponnue npumecn

Impurity A/ pumech A iNot detected / ne oSnapykena

Impurity B / Ipumecs B
[npeueﬂa KOMMUECTBEHHOIO
onpeaenerns (IMKO : 0,008%)

Impurity C/Tlpumecs C |Not detected / e obnapyxena

Linpurity D / Tlpumecs D |Not detected / e obnapykena

Impurity E / [Tpumecs E
fpejesa KONHUeCTBeHHOro
onpeaenenis (IMKO : 0.023%)

Impurity F / Ipumecs F _‘ Below LOD (LOD :0.014 %) / Hiuxke

Impurity RCT-3 / [lpumech

RCT-3 0.07% /0.07%

|Less than LOQ (LOQ: 0.008%) Hunxe

|
[Less than LOQ (LOQ: 0.023%) Huxe

inpeaena odnapyskertst (110 :0.014%)

Not less than 80 % (Q) of label claim of
1 C31H35CIN205-2HC (levocetirizine
dihydrochloride) in 20 min. / He menee 80 %
(Q) or HOMHHANBHOTO  COAEPXKAHUS
| C21H25CIN»O3-2HCI (leBoueTHpH3KHa
auruapoxaopun) uepes 20 MUH.

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

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

Not more than 0.4 % / He conee 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 Gonee 0,30 %

Remarks : The Product confirms to ND/
Tlpnmeuanne: Iponykr coorsetcTryeT Tpedosannsa 1|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / e [ Checked by /

l‘lo,aromsneno.@;ﬁ& ‘ [Mposepet /‘ () O

Date / R 2\302,.59%: Date/ =

| Mara: | Hara: 2104

Approved by: Manager/Executive /
Ongdpeno: Mengeukep / Pyroposneis
2.2 0 Ao L ire f(
Date /
24 022022

Jlara:

300




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

Product : ;‘\llerway film-coated tablets 5 mg

[MpoaykT: Annepsoii TaGneTKH, NOKPLITHIE M

CEPTUOUKAT AHAJIM3A

eroUHoH 000NOUKOH, 5 Mr

Batch No / €2301309 Batch Quantity / © 1040300 tab /

Cepust Ne O6bem cepnu 1040300 Tab

Analytical Report No / : 890001646306 Date of Analysis / 18/02/2023 -
AHanuTuyeckuii otuet No Jlarta ananuza

Date of Manufacture / : 01/2023 Date of Expiry / 12/2025 — |
Jlara npoussojacTea T'onen no

n3m. Ne 1 ot 20.01.2022)

Analysis performed according ND: / Auanns nposenen no HJ: HH—004008—200820_(a71_1end Ne 1 from 20.01.2022/

Page 3 of 4/ C1p. 3 w3 4

Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / JlioGas eamununasi B T Ea
HEUACHTU(PULHPOBAHHAS
npuMech
Total impurities / 0.1%/0,1% Not more than 1.5 % / He Gonee 1,5 %
Cymma npumecei
7 | Chiral purity / Xupaabnas } 0.04% / 0,04% S-isomer - not more than 1.5 %

YHMCTOTA S-uzomep - He donee 1,5 %

8 | Loss on drying / lloTeps B 1.8%/1,8% Not more than 6.0 % / He 6onee 6,0 %

{ Macce npn BuICywMBaunn |

| 9 | Microbial cnumeration tests* / MiikpoduosoriiceKas YHeToTa®
a) Total Aerobic Microbial Less than 10 CFU/g/ | Not more than 1000 CFU/g/
Count / Obtuee uneno Menee 10KOE/T He 6onee 1000 KOE/r
A9POOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/é/ Not more than {00 CFU/g /
moulds count / Oduiee vieno Menee 10 KOE/r He 6onee 100 KOL/r
JAPOIKIKEBBIX W MITECHEBBIX
rpnoon
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /

OrcyreryeT B | T OtcytcTBHEe B | T
10 | Uniformity of dosage units / 3.4/3,4 The acceptance value (AV) should be less
OnnopoanocTs Ao3npoBanns thanorequal to 15.0/ TTpiemouroe 3naueHiie
(AV) nomxHo 0bIThL He donee 15,0,

Remarks : The Product contirms to ND/

ITpusenanne: Hpoaykr coorsercrayer rpeGoanunsam HJT

Conclusion
Jaxmoueime: OJJOBPEHO

: APPROVED /

Prepared by /
[Toarorosneno:

O

2/ Checked by /

Approved by: Manager/Executive /

ﬂpuucpunm ) Openo: Meneswep / [’\ mnm T
Date / %@2,_ 022 Date/ < D"\Ie/
Jlara: % Jlata: OD3~00 ~2023 | Hara: QLF” l"w 2’3




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

_Prgduct:—AIIerway film-coated tablets 5 mg o _ o
Tpoaykt: Annepsoii TabneTkn, NOKPbIThIC MIEHOUHON 060JI0UKOH, 5 MT

Batch No / : C2301309 Batch Quantity / : 1040300 tab /

Cepus Ne O6bem cepun 1040300 Tab

Analytical Report No / : 890001646306 | Date of Analysis / : 18/02/2023 |
AHanuTHUeCKHH oTyeT No JaTa ananuza
‘Date of Manufacture / : 01/2023 o Date of Expiry / : 12/2025 R
Jlata npon3BojicTRa T'onen no

Analysis performed according ND: / Ananus nposegen no H: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /
u3m. Ne | ot 20.01.2022) B

11 Assay / Konnuectnennoe

onpeaeneHne

495 mg/ 4,95 mr

12 '_Pnzkagi_ng / ¥YnakoBka

13 | Labeling / MapxkupoBka

14 St_orage conditions /

Xpanerlue

_ Pagedofd/Crp.4mad

4.75 mg to 5.25 mg of Cz1H,sCIN,O5-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr o 5,25 mr C3HasCIN,O3-2HC
(neBouUETHpH3HHA JUTUAPOXIIOpUA) B
TadrneTke.

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blister
and a patient information leaflet in a
carton pack. / Ilo 10 tabnetok B
onucrep nz (ITA/AJI/TIBX) donbrn /
aNtoMHUHIEBON (donbru. [o
3 0auctepy ¢ MHCTpyKUMeH  no
MPUMEHEHUIO B MAYKY KapTOlIHYHO.

According to ND / B cootserctsii ¢

7 or 10 ftablets in (PA/AI/PVC)
foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton

pack. / 1o 7 nunn 10 Tabnerok B 6auctep U3
(TA/AJI/TIBX)  ¢oabru /  antoMuHueBOi

doabru. Ilo 1, 2 nan 3 Gnucrepa ¢
MHCTPYKUMEH 110 [PUMCHCHHIO B NAYKy
KaproHHYH.

H

| At temperature below 25 °C. / Ilpu te

15 | Shelf life / Cpok roanocTs

3 years /3 rona

mrepaType He Bbiwe 25 °C,

* 1tis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at

least | time per year). The indicator may not be included in the firm's certificate of analysis./ * Tlpn BeInycke

JCKAPCTBEHHOI G NpenapaTta KOHTPOJb Ka4eCcTBa N0 NOKa3aTe 110 NPoOBoANTCS ¢ IHTEPBAJTOM 04110
ncnpiTanve Ha 10 cepui'l, I OAHH pa3 B rof, B 3aBHCUMOCTIL 01 TOro, UTO HACTYNHT paiiblie,

Remarks : The Product confirms to ND/
IMpumeuanne: TpoaykT coorsetcreyet TpeboBatmsam HII

>

Conclusion : APPROVED /_
3axmovenne: ONOBPEHO

Prepared by /
Hoarorosaeno:

| Jlara:

(f;Checked by /

ﬂpOBepeHm 5

Approved byv: Manager/Executive /
(T)Ll-nt'm!n:un: Menerep / PykoBoaneis

Date/ o 2_2@2,. 200/3 Date /

Hara: 92 -02- 2093

Date /
Hz:’trta: Q/C-I/—OL —20253




