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KAJBIUKEP CepTupixat Ne: Cropinxa 13
BATCH CERTIFICATE
CEPTUHODIKAT HA CEPIIO
Product name: | CALCICARE
Ha3zsa npoayxuii: | KAJIBIIHKEP

Pharmaceutical form, dosage:
Jlikapcbka ¢popma, 103yBaHHN:

oral suspension
cycrieH3ist opajibHa

Strength/potency:

Cuna
Jil/akTUBHIiCTD:

S m! of oral suspension contains 625 mg of Calcium carbonate equivalent to

Elemental calcium 250 mg, Vitamin D3 equivalent to Chelecalciferol 125 IU
5 Mn cycnemsii opanbHOT MiCTATDL Kaablilo kKapGoHaTy 625 Mr eKBiBaeHTHO
€J1eMEHTapHOMY Kaaslito 250 mr, Biramin /I3 exBiBaneHTHO xosiekatbuHdepoy

125 MO

Type, size and completeness of
packaging:
Bua, posMip Ta KOMNIEKTHiCTD
YaKOBKH:

AHIHCLKO10 MOBAMH

120 ml in vial; 1 vial with measuring spoon in a cardboard pack
with Ukrainian and English languages labeling
no 120 mny t}maxom, no 1 ¢1akony pa3omM 3 MipHOIO JIOXKKOIO Y
Kapmnuu‘i YMaKoBUi 3 MAPKYBAHHAM YKP2IHCHKOI0 T2

Batch No.:
v Cepia Ne;

Date of manufacture:

NI1EI0OO0] ,[la‘l‘a B"poﬁnuu’raa:

1212025

Exp. date:
Tepm. npup.:

1172027

Batch size:
Poamip cepil:

8333

packs
YyNAKOBOK

Mfg. License No.:
Bupo6. Jlinensig Ne:

MB/I}6/33ﬁ

Registration certificate No.:
Peecrpaniiine nocBix4eHHs Ne;

UA/2515/01/01

Unlimited from:
HeobmexeHo 3;

05.07.2019'

Manufacturer:

Next Wave (India), Village Rampurghat, Tehsil Paonta Sahib, District Sirmour,

Himachal Pradesh, 17302S, India
Hexkcr Beiig (Inais), Binaexx Pamnyprxar, Texcin [Taonta Caxi6, dicTpixt

Bupobuaux:
Cipmyp, Ximauan Npagem, 173025, Iunis
Certificate of GMP confirmation No.: Valid up to:
Ceptudikar nizreepmxenun HBIT Ne: 096/2024/GMP Ailicunii 50; 30.05.2027
Labelling: | Should correspond to the registered labelling. Complies
Mapkysanns: | [IoBHHHO BiAOBIIATH 1apEECTPOBAROMY MAPKYEAHHIO. Bignosinac
Packaging: | Should correspond to the requirements of MQC. Complies
Nakysannn: | [TosunHo sBianosinatu spmoram MKS, Bianosiaae
Analysis results: Certificate of analysis No.: dated:
e3YJALTATH aHAdi3Y: Cepradikat aHanizy Ne: LP‘QG/OOE_ BiX: 2710112026

I hereby certify that the above information is authentic an
manufactured, including packaging/labelling and quality g Frrebily:
wll compliance with the GMP requirements of the local Fegdli N

N§ batch of product has been

S— ]
Factory Address Rampur Ghol Road, Poontu Sohlb 173025 District- Sirmour [H. P] T 91 01704- 223215
Regd. Office: 89-A, G. Floor, Zomrudpur, G.K.-I, New Delhi-110048
Partnership Deed Regn. No. 602 D1.07/03/2005 GSTIN: 02AAFFN3748B1ZN PAN No: AAFFN37688

& info@nexiwaveindia.in W2 www.nextwowsindia.in
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available in registration dossier. Protocols of batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. I hereby confirm that all production stages for this
batch of finished product were carried out in full compliance with the requirements specified in the
current GMP guidelines approved by the Ministry of Health of Ukraine.

Lum 5 3aceiduyio, wo naeedena suuie indopmarin € docmosiproro ma mounoro. Lo cepito npodyxuit
6yno 8upobReRo (8KAIONAIOUU NAKYBAHHA/MAPKYSAHHA) MQ NPOSEJERO KORMPORS i AKocmi Ha
suwesasnanenii oinoruyi y noenid sionoeionocmi 3 sumozam GMP, scmanonReHuMu Micyesum
DEZYARMOPHUM OP2AHOM, d MAKOXC 8i0N06IOHO 00 cneyudikauid, uio Micmumsca 6 peecmpayiiinomy
docve. IIpomoxonu eupobruymea, naKyeania ma ananizie 6yn0 nepe2iAHYMo na 6CIMAROLNEHO
gionosgionicme GMP. Lum niomeepdscyo, uio 6ci supobruyi cmadil Ons yiei cepil zomosol npodyxyii
Oyau 30iticneni ¢ nosniii éionoeiorocmi 3 sumozamu, 3a3HaveHumMu 6 YUHRIE Hacmanogi 3 GMP,
3ameepocenii Minicmepcmeom oxoponu 300poe’s Ykpaini.

Name and position of person responsible for batch release: | W.Rahman, Dy. Manager QA
IIpisBHige Ta mocana ocobH, Mo Biamosixace 3a BHOYycK cepii: | B. Paxman, 3acT. eHemxepa 35
Signature of person responsible for batch release:
Iignuce ocobu, mo Biamosizac 3a BHMycK cepil: —
Date'of signature: 27/01/2026 ]
. Jara nignucaHus:

.Corporate Office: SCO-313, 2nd Floor, Sector-2?, Gurugrom-122009 Haryana T: 91-124.421 22953657980, 4049980
Factory Address: Rampur Ghat Rood, Paonta Schib-173025 Diskict-Sirmour (H.P) T: 91-01704-223215

Regd, Office: 89-A, G. Floor, Zomrudpur, GX.-f, New Delhi. 110048

Partnership Deed Regn. No. 602 D1.07/03/2005 GSTIN: 02AAFFN376881ZN PAN No: AAFFN3768B_

E: info@®nexiwaveindia.in W: www.naxtwaveindic.in
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Factory Address: Rampur Ghot Road, Poonta Sohib-173025 District-Sirmour (H.P) Tt 91-01704-2
Regd. Office: 89-A, G. Floor, Zomrudpur, G.K.-|, New Delhi-110048
Partnership Deed Regn, No, 602 D1.07/03/2005 GSTIN: 02AAFFN376881ZN PAN Neo: AAFFN37688
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CERTIFICATE OF ANALYSIS
CEPTHO®IKAT AHAJE3Y
Product name: | CALCICARE
Hassa apoaysuil: | KAJILIIUKEP
Pharmaceutical form, dosage: | oral suspension
Jlikapcbka dopma, A03yBRRHE: | cycnenlig opaibHa
Strength/potency: | 5 m! of oral suspension contains 625 mg of Calcium carbonate equivalent ¢o
Elemental calcium 250 mg, Vitamin D3 equivaleat to Cholecalciferol 125 IU
Cuna pivVakTusnicts:! | § Ma cycnensil opanbaol MicTTL kanbuiw kapGonary 625 mr exnisanenaTHO eaemen
TaprOMY Kbl 250 mr, Bitamiu 13 exsisanentuo xonekansnndepony 125 MO
Batch No.: | .,. Date of manufactuore: Exp. date:
Cepin Ne: NiEfoo1 Jlara Bupobunnyea: 1272025 Tepm. upua.: 1172027
Analysis procedure results /
PesyasTaTs npobeseHHn ananity
QUALITY LIMITS/HOPMM [METHODS OF
No. 4 PARAMETERS / At release / During the sheif life/ | CONTROL/ | RESULTS/
N | NOKA3ZHMKH I {Tpomsizom mepminy METOAR |PE3VJbTATH
AKOCTI pu sumyey npudamnocmi | KOHTPOJLIO
1 | Description White or off-white coloured suspensxon with fruit p- 1. MQC Off white
flavour. Visually, in coloured
. house method | suspension with
fruit flavour
Onuc Cycnensia Ginoro abo maibke Ginoro konbopy 3 a.l. MKA Cycnensin
GpyKTOBKRM ADOMATOM. Bisyann#o, matbxe Ginoro
BHYTP. Konbopy 3
METOAMKA bpyxrosum
SPOMATOM
2 | Identification / Inentudixanin v
2.1 | Elemental caicium | A white precipitate is - p.2.1 MQC,
(Precipitation) formed. chemical, in Complies
house method
Kansuift VYTeopensa ocagy binoro - n.2.1 MK4,
eNleMeHTRpHNI KOAbOopy. Ximivnkii, . :
(ocagxenns) BHYTP. Biznosizac
METOAHKA
2.2} Cholecaiciferol The retention time of the - p.2.2, HPLC
(HPLC) peak due to Cholecalciferol method, in
in the chromatograms of the house method
sample and the standard Complies
solutions, obtained in PATH,
“Assay"” test, should 3 S0, o
coincide. S G
ki
2 pordmenme)2
cgg% 7 o
Corporate Office: SCO-313, 2nd Floor, Sector-29, Gurugram-122009 Haryana T: 91-124-421 2 ’404 Ba HM">
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QUALITY LIMITS / HOPMU [METHODS OF]
No. /| PARAMETERS / At release/ During the shelf life/ | CONTROL/ | RESULTS/
N | NMOKAZHHKH P INpomszom mepmivy | METOHH | PEIVIBTATI
SAKOQCTI Pu surycry npudamnocmi __| KOHTPOJIO
Xonexansumbepon | Yac yrpumysanss nika - n.2.2, Meron
(BEPX) xonekansuudepony Ha BEPX, BHyTp.
XpOMaTOTpamax METOANKA
NOCAIKYBRHOTO . Bignosizac
CTAH/IAPTHOTO PO3YHHIB,
OTPHMAHHX B POIALN
«Kinbkice BH3HANEHHAY,
NOBHHHO CIIIBALATH,
2.3 | Methylparahydrox | The retention time of the - p-2.3, HPLC
ybenzoate and peaks due of / method, in
Propylparahydroxy | Methylparahydroxybenzoate house method
benzoate and
(HPLC) Propylparahydroxybenzoate .
in tlfe): chromatogrzms of the Complies
sample and the mixed
standard solution, obtained in
' “Assay” test, should
coincide.
Memuanapariapoxc | Yac yrpumysanus nikis - n.2.3, meTon
ufeuzoar i meTunnaparigpokcubensoar BEPX, suytp.
nponiinaparigpoke | y i METOANKA
ubensoar (BEPX) | nponinnapariapokcubensoar
y Ha xpomaTorpamax
JOCNMKYBAHOTO i ; Binnosinac
3MilUYBaHOrO CTAHARPTHOrO
PO3UHHIB, OYPHMAHHUX B
poaaini «Kinbkicre
BH3HAYCHHSA?, NOBHHHI
CTBNA/ATH.
3 | Physical parameters / QisHuni napamerpH
3.1 | Uniformity of The net volume should be - p.3.1, USP Min: 120 ml
filled volume not less than stated. <755> Max: 121 ml
OnuopianicTs O6'eM, 1110 BHTArYETHCA, - n.3.1, USP -
ob'emy, wo nosuten Gytu x:yuenme <755> Mis: 120 an
‘ Maxke: 121 w
BHTACYETHCK 3a8BNEHOrO.
4 | Specific tests / Cnettndiuni Tecti
4.1} pH 6.5-8.5 6.5-8.5

Corporate Qffice: SCO-313, 2nd Floor, Secior-29, Gurugram-122009 Horyano Tt N&
Factory Address: Rampur Ghat Road, Poonta Sahib-173025 District- Sirmour (H.P) T3
Regd. Office: 89-A, G. Floor, Zamrudpur; G.K.-|, New Delhi- 110048
Parinership Deed Regn. No, 602 Dt.07/03/2005 GSTIN: 02AAFFN3768B1ZN PAN No: AAFFIN3768B
E: info@nexiwaveindia.in W wwwnex?wovemdia in
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QUALITY LIMITS / HOPMH IMETHODS OF
No.| PARAMETERS / At release / During the shelf life/ | CONTROL/ | RESULTS/
N | TOKAZHHKH I Mpomrzom mepminy METOAH |PE3VJbTATI
SKOCTI pu sumycry npwdamnocmi | KOHTPOJIIO
pH 6,5 - 8.5. 6.5-8,5 n4.] MKA -
USP <791> >
4.2 | Specific gravity 1.15-1.35 - p- 42 MQC 1215
USP <841> )
NuToma Maca ,15§-1,35 - n.4.2 MKA 1,215
USP <841>
5 | Assay / KinbkicHe BH3HauEHHS
5.1 | Calcium carbonate | 95.0 - 105.0 % of the stated | 95.0 - 105.0 % ofa p.5.1 MQC, in 103.64 %

. o! (]
equivalent of amount stated amount house method 259.09 mg/5 m
elemental calcium | {237.5 - 262.5 mg/5 ml) (237.5 - 262.5 mg/5 mi) i
Kansuito kapGoHar | 95,0 - 105,0 % ein 95,0 - 105,0 % Bin n.5.1 MKA, 103.64 %
CKBIBANIEHTHO 3aABAEHOT KiTBKOCTI 3anB/1eHOT KifIbKOCT BHYTP, 259 69 MF/S
eneMeHTaApHOMY (237,5 - 262,5 Mr/5 mx) {237,5 — 262,5 Mr/5 mn) | MeToztHKa ' i
KanbLilo

5.2 | Cholecalciferol 95.0 - 220.0 % of the stated } 95.0 - 220.0 % of a p.5.2MQC, in 196.76 %
amount stated amount house method | 24595 IU/S
. (118.75 - 275 1U/5 ml) (118.75 =275 1U/5 m}) ml
Xonexansuudepon | 95,0 - 220,0 % sin 95,0 - 220,0 % Bin n.5.2 MK4, 196,76 %
3a%81eHO¥ KinbKOCT 388B/IEHOY KistbKOCTi BHYTp. 245,95 MO/s
(118,75 — 275 MO/S Mn) (118,75 — 275 MO/5 mn}| meroatika M
5.3 | Methylparahydroxy | 90.0 - 110.0 % of the stated | Not less than 25 % of thef p.5.3 MQC, in 10321 %
benzoate amount stated amount (not less | house method 1125 mg/S ml
(9.81 — 11.99 mg/5 mi) than 2.73 mg/5 ml) )
Metunnaparigpoke | 90,0 - 110,0 % ein He menwe 25 % sia n.5.3 MK, 103,21 %
ubenzoar 3aseneHol KinokoeTi 3agsaeHol KinbkocTi BHYTD. 11.25 Mr/S sn
(9,81 — 11,99 Mr/5 mn) (ne mexwie 2,73 mr/S M) MeroaxKa ’
5.4 | Propylparehydroxyb| 90.0 - 110.0 % of the stated | Not less than 25 % of the} p.5.4 MQC, in 103.60 %
enzoate amount stated amount (not less | house method L15 ;nyS i
(0.999 - 1.221 mg/S mi) than 0.278 mg/S ml) )
Mponinnapariapok | 90,0 - 110,0 % i He menwe 25 % sin n.5.4 MK, 103.60 %
cubensoar 3a5BJICHOT KUbKOCTI 3afRIECHOT KiNbKOCTi (He | BHYTP. 115 1(:'/5 e
(0,999 — 1,221 Mr/S mn) merure 0,278 mr/5 mn) | meToaHka !
6 | Microbiological p. 6, USP
purity; <61> and
-total aerobic Not more than 10? CFU/ml | Not more than 1¢? <62>, <I11I> Complies
microbial count CFU/ml
(TAMC)
Not more than 10' CFU/ml Complies

Corporate Oifice: SCO313, 2nd Floor, Sector29, Gurugram-122009 Haryana T: 91- &
Factory Address: Rampur Ghat Road, Paonta Sahib-173025 District-Slrmour (H.P} T: 91

Regd, Office: 89-A, G. Floor, Zamrudpur, G.K.-I, New Delhi-110048
Partnership Deed Regn. No. 602 D1.07/03/2005 GSTIN: 02AAFFN3768B1ZN PAN No: AAFFN3768B
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KAJBUHKEP Cepradixar N: wnkiolidsiced Cropiska 43
QUALITY LIMITS / HOPMH METHODS OF
No./4 PARAMETERS / Avialegsid During the shelflife/ | CONTROL/ | RESULTS/
M | NOKA3ZHHKH e ITpomazom mepminy | METOHH |PEIYJIILTAT
AKOCTI ki npudamnocmi ___| KOHTPOJLIO
-tolal combined Not more than 10’
yeast and moulds CFU/ml
count (TYMC) Should be absent in 1 m! Complies
-Escherichia coli Should be absent in 1 ml
MikpoGionoriuna n. 6, USP
YHcTOTA! <61>i<62>,
-3aranbhe wneno | He Sinbwe 102 KYO/mn He Ginbwe 102 KYO/mn | <1111> Bianosinae
aepolunx
MiKpoopraHiamis
(TAMC)
-3arafLHe YHCAO He 6inbwe 10! KYO/mn He 6insme 10' KYO/Mn Bianosinac
DPIKIDKOBHX Ta
fnicHABKX rpubis
(TYMC)
-Escherichia coli Nosuuni 6yTu siacyrni s | | MMosuuui 6yt BincyTHi Bianosiaae

K Name and position of person responsible for analysis:
IpizBunte Ta nocans ocobu, einnosinanbrol 38 ananis:

Sanjeev Anand Tiwari, Sr. Officer

Signature of person respoasible for analysis:
Hianuc ocobu, siznopigaannol 3a ananis:

Cn/lmggn Tisapi, Cr. ©axisens

Date of signature:
JaTa nianucauns:

27/0112026

Corporate Office: SCO-313, 2nd Foor, Sector-29, Gurugram-122009 Haryuna T: 91-124-321428
Factory Address: Rompur Ghat Road, Poonta Sohib-173025 Districi-Sirmour {H.P) T: 91-01
Regd. Office: 89-A, G, Floor, Zomrudpur, G.K.-1, New Delhi-110048
Portnership Deed Regn. No. 602 D1.07/03/2005 GSTIN: 02AAFFN376881ZN PAN No: AAFEN37688
E: info@nextwaveindio.in W: www.nextwaveindic.in
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